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NEXT STEPS FOR PATIENT SAFETY: ASSUR-
ING HIGH VALUE HEALTH CARE ACROSS
ALL SITES OF CARE

MONDAY, JULY 2, 2012

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,
Hartford, CT.

The Committee met, pursuant to notice, at 1:06 p.m. in the Leg-
islative Office Building, 300 Capitol Ave., Hon. Richard
Blumenthal, presiding.

Present: Senator Blumenthal [presiding].

OPENING STATEMENT OF SENATOR RICHARD BLUMENTHAL

Senator BLUMENTHAL. Good afternoon. I have the great pleasure
and honor of convening this special field hearing of the Committee
on Aging, and I want to welcome everyone here, all of the advo-
cates, the experts, the citizens and elected officials. I see one here,
Senator Edith Prague. Thank you for being with us today.

[Applause.]

Certainly one of the experts, advocates, and great citizens of our
state on this issue and so many others.

We are going to begin with a video that the Hamilton family
very, very graciously has helped us put together, and then I'll make
an opening statement. We're then going to ask Alice Bonner of the
Department of Health and Human Services to speak to us, and
then take a second panel consisting of some experts whom I will
introduce at the time.

So why don’t we begin with the video?

[Videotape played.]

I thank the Hamilton family again for sharing that story with us.
Anybody who knows about T. Stewart Hamilton knows that his
granddaughter was actually quite modest about his achievements
and his stature in the community. For many, many years he was
well known as a leader in the profession and an advocate for better
health care in all of Connecticut, as well as an administrator at the
Hartford Hospital, and I want to thank his family for so graciously
sharing the story of their grandfather, T. Stewart Hamilton, who
leaves a legacy and a story. I think he would have supported and
approved of what we’re going to do and what we’re going to hear
today.

I want to thank Alice Bonner for making the trip, as well as my
brother, David Blumenthal, who are from outside of Connecticut.
But the reason for having this hearing in Connecticut is that our
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hospitals and our providers really have been at the forefront of car-
ing about this issue of patient safety. As you’ll hear from Susan
Davis and others, our hospitals and our providers have made pa-
tient safety a priority. So I can think of no better place to have this
hearing, and I'm very proud to do it here.

At the same time, one of the reasons we’re doing it here and one
of the reasons that Connecticut hospitals and providers and doctors
have been so foresighted and vigorous in this effort is that we have
so far to go. We have a lot of work to do. Some of the statistics na-
tionally are absolutely staggering.

Today, an estimated 100,000 people die every year from hospital-
acquired infections, at an estimated cost of $28.4 to $45 billion.
That’s billion, with a B. Medication errors alone harm an estimated
1.5 million people every single year, costing $3.5 billion in extra
medical expenses. One in four seniors will be discharged to a nurs-
ing home and then readmitted to a hospital within 30 days, costing
Medicare more than $4 billion every year, and 50 percent of all
those readmissions are avoidable. The costs can be saved.

The Office of the Inspector General of the U.S. Department of
Health and Human Services found in 2010 that one in seven Medi-
care patients are injured during hospital stays. One in seven Medi-
care patients nationwide are injured in hospital stays. That’s a
staggering number. An average of one in five Americans, 22 per-
cent, report that they or a family member have experienced a med-
ical error of some kind.

When we're talking about patient safety, we're talking about a
problem that affects every family, literally every person in Con-
necticut and the country, and the work ahead should have the kind
of priority that Connecticut providers and hospitals are giving it.
Those kinds of numbers do not capture what you've just seen about
a single man, a single person, a family that bears the burden and
the grief and struggle of patient safety problems.

It really isn’t about numbers; it’s personal. It’s not only about
statistics. It’s individual lives lost and suffering created. It was per-
sonal to T. Stewart Hamilton’s granddaughter, as you've seen, who
was brave enough to share her story. It was personal to Lorraine
Purowski of South Windsor, whose husband underwent successful
surgery for cancer, only to later pass away from an infection ac-
quired afterwards. He had successful surgery for cancer. He passed
away from the hospital-acquired infection afterwards. And it was
personal to Marilyn Jasmine, an insulin-dependent diabetic who
acquired a treatable infection after surgery, but the nursing home
misplaced doctor’s orders for antibiotics. She lives with the con-
sequences of an infection that spread out of control before the mis-
take was realized, and she was severely hurt as a result.

We all have a stake in this problem. The Affordable Care Act and
the HITECH Act are two measures designed to help address these
issues, and the witnesses today who will have speak to us can
speak not only to the problem but also to the solutions, because
there are things we can do that will make a difference.

Every single hospital in the State of Connecticut is now part of
an initiative begun by the Administration in April called the Part-
nership for Patients, which commits to dramatic reductions in hos-
pital infections and readmissions. They believe that the Partner-
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ship’s efforts alone will save 60,000 lives and 10 billion in Medicare
dollars in the next three years, and more than 50 million Medicare
dollars over the next 10 years.

So these problems, those savings of 50 billion—not 50 million—
50 billion Medicare dollars are achievable. The kinds of efforts that
we can document in this state that we can achieve can be a model
for the country. Again I want to thank the experts who are here
today to talk about them, beginning with Alice Bonner, who is Di-
rector of Survey and Certification for Nursing Homes at the Center
for Medical and Medicaid Services. She will open our discussion on
an area that is particularly relevant to our Baby Boomers. She has
a background in this area, a distinguished resume, and a back-
ground including expert work in many of the areas that are rel-
evant here.

Her work now is to oversee certification and review of all Medi-
care-participating nursing homes in the United States. She has
also been a geriatric nurse practitioner for the past 20 years, and
she has focused her research efforts on both nursing home quality
and development of patient safety culture in health care organiza-
tions.

Thank you very much for being with us.

[Applause.]

STATEMENT OF ALICE BONNER, DIRECTOR, DIVISION OF
NURSING HOMES, SURVEY AND CERTIFICATION GROUP,
CENTERS FOR MEDICARE & MEDICAID SERVICES, U.S. DE-
PARTMENT OF HEALTH AND HUMAN SERVICES, BALTIMORE,
MD

Ms. BONNER. I brought with me some photos that are 30 years
old, from when I was a nursing assistant, which is how I got start-
ed working in nursing homes. So when you say it’s personal, even
though I'm representing CMS today, I want you to know that this
is very personal for me as well in my 30-year journey in nursing
and nursing homes.

So thank you, Senator Blumenthal, for the opportunity to appear
today to discuss CMS’ efforts to improve patient safety in nursing
home residents. Nursing homes play an important role in health
care today. More than 3 million Americans rely on services pro-
vided by nursing homes at some point during the year, and 1.4 mil-
lion Americans reside in the nation’s 15,800 nursing homes on any
given day. Those individuals and an even larger number of their
families and friends must be able to count on nursing homes to
provide safe, reliable, high-quality care.

To ensure that nursing homes meet both Federal and state
standards, CMS conducts initial and ongoing inspections of all fa-
cilities participating in the Medicare and Medicaid programs. The
survey and certification process plays a critical role in ensuring
basic levels of quality and safety for Medicare and Medicaid bene-
ficiaries by monitoring nursing home compliance with Federal and
state requirements.

Within the survey and certification group, the Division of Nurs-
ing Homes focuses on optimizing the health, safety, and quality of
life for people living in nursing homes through close collaboration
with other divisions as well, and over 5,000 Federal and state sur-
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veyors conduct on-site surveys of certified nursing homes each year
to assure basic levels of quality and safety for beneficiaries.

So prior to becoming the Director of the Division of Nursing
Homes, I did work as a nurse practitioner in clinical practice in the
State of Massachusetts for 20 years, and I'm very well aware of the
importance of interdisciplinary partnerships in nursing home care
where safe, reliable care depends on these close collaborations
among nurses, nursing assistants, physicians, therapists, phar-
macists, really the entire interdisciplinary team, most importantly
the residents and families at the center of that care.

I've also seen firsthand the importance of balancing safety with
autonomy and choice, and an ability for residents to really have a
say in their daily routines and basic human rights.

So CMS encourages facilities to examine their organizations’ val-
ues and structures and practices so that, as a nation, we can trans-
form these very institutional settings that they’ve been for so long
into person-centered environments where individuals are really rec-
ognized and respected. We know that that will improve the resi-
dent’s and family’s experience of care, and may also reduce staff
turnover and improve care practices as well.

So today I'd like to highlight some recent specific activities that
CMS has undertaken to improve quality and safety for nursing
home residents in the areas of dementia care and anti-psychotic
medication use, managing fall risk, nursing home oversight of spe-
cial focus facilities, quality assurance and performance improve-
ment, and care transitions.

So in terms of dementia care and anti-psychotic use, CMS has
implemented substantial improvements to the survey and certifi-
cation process to help address concerns about over-utilization of
anti-psychotic medications. CMS revised guidelines in 2006 clari-
fying a number of aspects of medication management and empha-
sizing that residents have the right to be free from being prescribed
unnecessary medications.

Current work on surveyor training focuses survey teams on a
number of key processes, including the requirement that providers
must try non-pharmacologic interventions first in order to manage
behaviors before using medications to address them.

On May 30th, CMS announced the CMS National Partnership to
Improve Dementia Care: Rethink, Reconnect, Restore. So rethink
means rethinking how we approach dementia residents in nursing
homes; reconnect means connecting with them as an individual, as
a person, so you know enough about them to prevent some of these
behaviors; and restore means restoring quality of life.

This initiative includes raising public awareness, strengthening
regulatory oversight, providing technical assistance and training to
nursing homes and prescribers, improving public reporting to in-
crease transparency, and conducting research. And we've set a na-
tional goal to reduce the use of anti-psychotic medications in long-
stay residents with dementia by 15 percent by the end of December
2012.

In terms of managing fall risk, CMS is attempting to reduce the
number of injurious falls sustained by nursing home residents. A
new quality measure on nursing homes this summer will report the
percentage of falls with serious injury in nursing home residents by
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facility. These data will enable professional associations, culture
change coalitions, quality improvement organizations and others to
target technical assistance and fall risk reduction in these facilities,
so tailoring those programs to see what the problems are related
to falls, which is a multi-factorial problem. And surveyors will re-
view resident falls and will continue to enforce requirements for
safety around accidents and supervision.

In terms of nursing home oversight of special focus facilities,
CMS created the special focus facility program in 1998, and it was
part of the Nursing Home Oversight and Improvement Program
under the Clinton Administration. The purpose of the SFF program
is to decrease the number of persistently poor performing nursing
homes by directing more attention to nursing homes with a record
of poor survey performance. Through collaboration with the states,
CMS is working to continually improve the SFF program, and im-
provements since 2004 include increasing the number of facilities
that are on the program, providing more data to the states so they
can target the facilities to come into the program, and posting data
on Nursing Home Compare so that consumers have information
about which facilities are special focus facilities.

In terms of quality assurance and performance improvement, an-
other initiative under the Affordable Care Act, the Affordable Care
Act directed CMS to mobilize best practices in nursing home qual-
ity and to identify technical assistance to enhance nursing home
quality and performance using a systems approach. CMS is cur-
rently working to roll out a new national initiative that includes
development of QAPI standards and technical assistance that will
enable facilities to implement those standards. QAPI tools, re-
sources and technical assistance, including an interactive website,
are currently being tested in a demonstration project and will be
available to all nursing homes later this summer. A new QAPI reg-
ulation will enable the surveyors to then go and see if the nursing
homes are implementing their QAPI plan, whether it’s adequate
protection for patient safety.

And finally, in terms of care transitions, currently transitions in
care from one setting to another are very often fragmented. So
someone in the hospital sending a resident to the nursing home
doesn’t necessarily transfer the information that the nursing home
needs to take care of that person; and similarly, somebody going
back to the hospital from the nursing home, the hospital emergency
department doesn’t always get the information that they need to
really care for that person.

So in terms of this lack of communication, it’s certainly respon-
sible for medication errors and other adverse events, and as you
mentioned, the unnecessary re-hospitalizations that we see.

So the survey and certification group is currently revising our
guidelines and regulatory requirements for resident transfers so
that we can better focus on what is the information that we need,
and working with the Office of the National Coordinator so that the
elements of data that we really require are being looked at, and
what nursing homes need is part of that entire discussion. So the
Division of Nursing Homes is also working with its partners to de-
velop new quality measures that will track 30-day hospital re-
admissions on newly-admitted nursing home residents.



6

So in conclusion, we appreciate the work of the committee and
the support in terms of improving quality and safety for all of our
individuals across the country in every health care setting, but par-
ticularly the work that you’re doing around nursing homes. So,
thank you very much.

Senator BLUMENTHAL. Thank you for that statement. While I
was reading the prepared text last night, one of the thoughts that
occurred to me was whether, in the course of those site visits, is
there any kind of notice given before you actually arrive there?
What’s the standard procedure?

Ms. BONNER. The standard procedure is that there is not notice
given. These are supposed to be visits where the facility should be
doing the same thing all the time for all their residents to promote
safety. It shouldn’t make a difference when the regulators come in.

However, it’s important that these visits be unannounced. So be-
cause they have to occur on a cycle—in other words, they’re annual
visits—the facilities have some sense of what they sometimes refer
to as “the window.” So within a period of months, they have a
sense that the regulators are likely to be coming. However, they're
not supposed to be announced visits because, again, we want facili-
ties—and facilities and providers are teaching, the associations are
teaching their own members that the care should be the same, the
quality should be the same all during the year.

Senator BLUMENTHAL. And how many people go to visit each of
the sites?

Ms. BONNER. So the typical survey team—it’s a team, and there’s
a team leader, and there are three to four for an average size facil-
ity, a 150-bed facility or so. A very small facility, there might be
two or three surveyors on the team. But it’s important, the way the
survey works, some people go and look at the kitchen, some people
look at infection control, some people look at the medication paths.
So it does take a team of people, and also they're looking to make
sure they get out on all of the different units, and then they come
back and compare notes.

So there’s a period of time at the end where there’s a conference
and people say, well, did you see a problem with falls on your unit?
And someone else says, yes, I saw that on my unit. That leads
them to sometimes expand the number of cases they would look at.
So it’s very important to safety that that team collaboration hap-
pens.

Senator BLUMENTHAL. And the team’s report then goes to some-
one at CMS, or——

Ms. BONNER. It first goes back to the state survey agency, and
I know Barbara Cass is here today. She is the director of the agen-
cy in Connecticut. So it would go back to the agency, and some
managers would review it, and that’s where the enforcement piece
comes in, and I'm glad you mentioned that because we really try
to have enforcement be consistent and credible across states and
across the regions.

So the surveyors bring back what they saw and they discuss it
with their managers. If there’s still a question, then sometimes it
gets referred to the regional offices, and then ultimately to the cen-
tral office where we are if it’s a policy question or a particularly
complex case, which they very often are.
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Senator BLUMENTHAL. Is it always a state team, or does it have
state representation for these 5,000 site visits, which is a lot of vis-
its?

Ms. BONNER. So we contract with every state, and every state
does have a survey agency. And then the Federal surveyors are re-
quired, under the statute, to go in and do a sample as an oversight,
as a quality assurance, if you will, measure. So the Federal regions
will send in surveyors to do a 5 percent sample, and they go in a
few weeks after the state surveyors and they repeat the survey to
see if the findings are the same, if they determine any problems,
any areas for retraining with the state.

And there’s also an observational survey which is done. So that’s
where the Federal surveyors go with the state surveyors and actu-
ally see them interacting. How do they do the interviews? How do
they do the observations? So that serves to really do just-in-time
teaching with those surveyors, whereas with the comparative,
there’s a little bit more of how is the state survey agency doing
overall and are there any issues. So it’s our own quality improve-
ment.

I would like to mention that CMS has been working for the last
7 to 10 years on a computer-assisted, data-driven model called the
Quality Indicator Survey. So in about half of our states now, the
surveyors have laptops that they take with them. So if they’re
interviewing a physician or they’re interviewing a resident, they’re
entering data. The algorithms in the computer help to drive the
surveyors to the areas that may be the most problematic and target
that so the surveys can be more efficient and effective.

So this new computer system also generates reports. So if Bar-
bara, who is here in a state where they do the quality indicator
survey, wanted to know information about one of her survey teams
or one of her surveyors—are they citing enough, are they an
outlier—with this new program, we can do it. We were not able to
do it nearly as well with the traditional survey.

So this program really needs continued development, but we’'ve
had several years now of study, and we’re learning more about it
all the time. We think it’s extremely valuable in improving the sur-
vey process.

Senator BLUMENTHAL. Who makes the enforcement judgments
based on the data that you collect through the survey? Is that done
in Washington, or is it done at the state level?

Ms. BONNER. It’'s done at the state level. When there are the
most egregious deficiencies cited, immediate jeopardy and serious
harm, very often those will go to the regional offices for discussion.
And then, again, the regional office, because they are overseeing
several states, four or five states, can really try to make sure that
those decisions are consistent. There is a grid that is used for
things like civil money penalties and what we call scope and sever-
ity, how many people were affected and how severe was this prob-
lem.

So we continue to try to make those systems more reliable and
implemented more reliably throughout all the states and the re-
gions.



8

Senator BLUMENTHAL. If there are problems indicated at a par-
ticular nursing home, do you accelerate the re-review or the re-sur-
vey, the visits in that case?

Ms. BONNER. That definitely can happen. Also, if it’s particu-
larly—if it continues to happen in a facility, that will probably
drive the data to have that facility on a list for potentially getting
into the special focus facility program that I mentioned. So either
the surveyors can certainly make the decision to go back sooner.

We also work very closely with the ombudsman, and the ombuds-
man can go into the facility quite often, and that’s another set of
eyes and ears. So we have really stepped up our partnership with
the ombudsman program because with safety, the more sets of eyes
that you have on the problem, the better.

So the ombudsman can go in. The state survey agency absolutely
can go back in sooner, and they do that when there’s the most egre-
gious situation. They sometimes will not leave the facility if they
really believe that people are at risk. The surveyors will call their
managers and say that they want to stay there until the situation
is resolved.

Senator BLUMENTHAL. And what is the most serious enforcement
efforts that you can take, and has the level of enforcement in-
creased in severity and frequency?

Ms. BONNER. The most significant enforcement remedy that we
have is termination from the Medicare and Medicaid program. We
also have civil money penalties. So those are fines, and we can give
those on either a per-day or per-instance basis. So we can fine up
to a certain amount per day for the most serious infractions. We
can also say that there is a denial of payment for new admissions,
and sometimes that’s even more effective with facilities because if
you are not going to be able to be paid by Medicare and Medicaid
for any new admissions, it means you’re not going to take any new
admissions in most cases.

Senator BLUMENTHAL. And how often have you used each of
those remedies?

Ms. BONNER. We have some data on that, and I don’t have those
numbers but I can work with you and your staff to let you know
what those are.

Senator BLUMENTHAL. That would be helpful, if you could.

Ms. BONNER. Absolutely.

Senator BLUMENTHAL. You know, I imagine the argument for the
push-back given to you is if you deprive us of resources, it’s just
going to diminish the level of care. As attorney general, I found
that argument given frequently when funding cutoffs or reductions
in funding were suggested. You must find it as well.

Ms. BONNER. Right, and also we have a very clear role in survey
and certification, which is enforcement. We have regulations and
requirements for participation, and that’s what we do. But that
doesn’t prevent us from partnering with and networking with the
quality improvement organizations, the culture change coalitions
and other entities, even the professional associations, because they
can do good quality improvement work that will deter. You know,
if they build better systems, the enforcement, if it’s effective, will
promote nursing homes to want to do more quality improvement
work, and those other agencies can do that with them.
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Senator BLUMENTHAL. You know, you have talked about in your
testimony various areas, including consumer engagement and four
others that are very, very important, including enforcement. I won-
der if you feel that there ought to be more authority, legislative au-
thority from the Congress, to strengthen your ability either in en-
forcement or consumer engagement or any of those other areas that
you mentioned in your testimony.

Ms. BONNER. I think that in the nursing home reform law, there
is quite a bit of authority. I think it is a combination of using that
authority effectively, and one of the most important things that we
can do to be able to do that is to have Congress support the Presi-
dent’s budget for survey and certification. That appropriation al-
lows us to do the training and implementation and use experts
such as you have assembled here today, and so forth.

But it’s really extremely important that Congress supports the
President’s budget in 2013 for survey and certification.

Senator BLUMENTHAL. Well, I'm glad that you made that point.
I should also say, because I've neglected it, that the record of this
hearing is going to be made available to all of my colleagues on the
Special Committee on Aging, and I hope that they will be advocates
for the resources that the President is planning to request, because
my guess is—more than a guess—my feeling is that those resources
may not be completely adequate even themselves, knowing how the
process works, and I'm not going to ask you to comment on that
point. But I know that a lot of my colleagues share that feeling.

I want to focus on one area in particular, and I will take up your
invitation to follow up afterwards on some of these other points.
Anti-psychotic drugs, how are we doing in that area? Obviously,
they’ve been a problem. They still are a very severe problem in
many nursing homes, over-use of that kind of medication. How are
Connecticut and the rest of the country doing in trying to combat
misuse of anti-psychotic drugs?

Ms. BONNER. Well, we’re fortunate right now that we have a new
initiative, the CMS National Partnership, to reduce anti-psychotic
use and improve dementia care. And through this initiative, we've
been able to work with people in all the states, and one of the
things that CMS has been doing is contacting state by state anyone
who is interested in this area and anyone who is working on it.

So in Connecticut, you're very fortunate. You have some people
at Yale University—Dr. Mary Tinetti, Dr. Elsa Weickers and oth-
ers, as well as Qualidyne, the quality improvement organization
here. All of these are organizations and individuals who have done
specific work in this area.

So we’ve been reaching out to all of the states to find out who
is already doing work in this area so we can learn from the best
practices. We have identified at least 150 nursing homes in this
country that have reduced anti-psychotic use or completely elimi-
nated it, again over a period of years. It’s really changing culture,
and I know you're going to hear more about safety culture from the
other panelists. But changing the culture in a nursing home from
one where people reach for a medication when someone has a be-
havior like yelling or wandering or kicking or anything like that,
as opposed to a person-centered approach, really changing that cul-
ture takes some time.
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But we are now aligned with all of these different agencies
throughout HHS. We’re working with AHRQ that has a number of
programs I know people are aware of for prescriber education, and
we have SAMHSA and HRSA and other agencies that are also
working in this area.

So again, on these state calls, we’ve been impressed that there
is some work. There is a tremendous amount of work left to do.
The public reporting we believe is going to be very helpful. We've
been hearing from people around the country that they want the
data. So Connecticut wants to know what their rate of use is so
they know what kind of improvements they need to make.

But the 15 percent reduction is a national number. So some
states may have a lot farther that they can go to be able to reduce
anti-psychotics, and other states are already doing a better job. So
we’re sharing that information back to the states, working with the
state agencies, regional offices, QIOs, individual researchers, and
this really resonates with people, there’s no question. We've had
folks who are nursing home residents speak with us. We've had
family members come and be part of the precedents with CMS in
Baltimore. So people are really coming together around this initia-
tive, and we have a lot left to do.

Senator BLUMENTHAL. I know that you’re working on it, and yet
I was struck by some of the statistics in your testimony, an in-
crease of 12.6 percent to 14 percent of the facilities with these
kinds of problems. And 19.2 percent, I think, in 2011 and 2012 two
out of five cognitive impairment and behavioral, or I should say in-
dividuals who experienced cognitive impairment and behavioral
problems received anti-psychotic drugs without any diagnosis of
psychotic conditions, and those are very recent numbers, I gather,
from your testimony. So there is really a need to address this issue,
in my view, much more aggressively, and I take it from your testi-
mony you agree.

Ms. BONNER. Absolutely, and I didn’t mention what we’re doing
on the surveyor side. So the survey guidance was updated in 2006—
2007, but as you know, clinical practice changes very quickly, so we
are looking at that again. We have some experts who are phar-
macists from across the country. By focusing the surveyors on this
on every survey, we've said to the surveyors we expect that on
every single survey, whether you think this is a problem in a par-
ticular nursing home or not, that you will be asking the nursing
home administrator and the director of nurses what are you doing
to reduce anti-psychotic use in this nursing home, how do you ap-
proach it.

By doing that, the surveyors will get a sense very quickly of
whether or not they are approaching dementia care with non-phar-
macologic approaches, individualized care. Does staff take the time
to get to know a resident? Do they figure out what works for an
individual and pass it along to others on other shifts, and are the
direct care workers really involved? Because historically, again, the
issue is we haven’t considered safety culture, and so we haven’t
made sure that nursing assistants who know the residents best are
at the care planning meetings, and that families are involved in
care planning meetings. They get invited, but is there a real effort
being made to involve them, particularly when someone has de-
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mentia and has these behaviors? Does someone say, you know, tell
me about your father?

If you were the patient, I would say to your family, tell me about
what was Senator Blumenthal most proud of? What did he write
about in the Yale Law Journal? And maybe they would bring in
some articles that you worked on or some cases. So I would learn
enough about you that you would start to trust me as a caregiver
and we would have a relationship. So on the days that you were
feeling anxious or upset about something, I would know something
to talk about with you that even if you didn’t remember what you
had for lunch that day, you would probably remember some of
those things that are really hard wired.

Dementia care is like cracking a code sometimes. It’s like really
getting to that one thing that will still work with someone even
when their brain is very diseased, and that’s what the facilities
that have been successful have been able to do, and they’ve really
involved the direct care workers and the rest of the team.

Senator BLUMENTHAL. Well, I would be interested in that list of
150, and especially if any of them are in Connecticut. Maybe we
can use them as models for what should be done elsewhere. I agree
that part of it is culture, but enforcement against abuse or misuse
also sends a signal about the importance of changing culture and
changing standards.

Preventable falls, maybe you could comment a little bit about the
work that’s being done there, which I gather is not unrelated to the
overuse or misuse of anti-psychotic drugs.

Ms. BONNER. Right. When people are on high doses of anti-psy-
chotic drugs, obviously that’s one of the many factors in falls. So
falls is a really complicated problem because it’s multi-factorial.
There can be issues in the environment that lead to falls. There
can be medications, disease processes, things like Parkinson’s and
diseases that affect balance, vision, activities, all manner of things.
So there are many, many fall risk factors, and falls are one of the
top deficiencies that are cited by surveyors.

One of the things that we’re doing that we think will be impor-
tant is through our public reporting and increased transparency on
Nursing Home Compare, we're going to be posting this summer a
new quality indicator, a quality measure. That will be the percent-
age of residents who have sustained a fall with a serious injury.
We're not necessarily trying to prevent everyone from every single
fall. Some falls are not injurious, and we don’t want to tie people
down, as we did in the past.

So this new measure of serious or injurious falls will again allow
a facility to look at their own data and use a data-driven system
to improve quality, and this is also what we’re teaching in the
Quality Assurance and Performance Improvement initiative. So
through quality assurance performance improvement we’re devel-
oping a set of tools in technical assistance that the QIOs can use,
the professional associations can use, and they will be available on
a CMS website in the next several months. So facilities will be able
to see, oh, here are some tools that we can use to reduce the risk
of falls in our facility, and then along with the public reporting, it
helps us because consumers go on Nursing Home Compare and
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they see what’s on the website. So if they’re considering a nursing
home, now they have information.

So they can go to the nursing home administrator and say, you
know, I went on Nursing Home Compare and I saw that your nurs-
ing home had a high rate of falls. Can you tell me about that? And
there might be an explanation in terms of the types of residents
that that nursing home takes, but it’s a very good question to ask
a nursing home administrator. So it gets that dialogue going.

So we’re really trying to get consumers more involved, nursing
home residents more involved. I know Brian Capshaw is here
today. He’s a nursing home resident in Connecticut. He’s done
some work with us, and he’s a good student of the regulations and
helps remind us about things very often. But in terms of falls pre-
vention, consumers being really well educated and asking good
questions is something that CMS very much is in favor of.

Senator BLUMENTHAL. And I gather the Quality Assurance and
Performance Improvement program is aimed at all of these prob-
lems. It is also aimed at something that I think is also very impor-
tant: establishing a partnership with hospitals so as to reduce pre-
mature discharges or readmissions that are so expensive to CMS
and to states.

Ms. BONNER. Right. Almost any clinical issue involves some sort
of care across that transition, whether it’s a pressure ulcer and
someone is left on a stretcher for too long and it gets worse, or an
anti-psychotic that was prescribed in the hospital and then is no
longer needed but the information doesn’t get transferred, so the
person is just continued on the anti-psychotic in the nursing home,
and all of these transfers back and forth.

So absolutely, the QAPI program requires a plan on the part of
the skilled nursing facility, and it’s got to be systemic. It’s got to
address problems across every component of the skilled nursing fa-
cility. It’s not just about nursing. It’s the maintenance department
and the housekeeping department and the business office, across
all of those areas, and it’s also got to make sure that the nursing
home knows how to use data and is managing with data, that lead-
ership is involved, and that projects—you know, small tests of
change. So testing out a project to see what—let’s take fall preven-
tion.

They might say, well, we’'ve got a problem with falls. We've
looked at our data. Let’s try one thing with just a few of our staff
on one of our units and see if we can reduce the falls on that unit
through some interventions. Maybe regular pharmacy rounds of the
medications would be an example that a number of facilities have
tried. And then they would look back and see if there was improve-
ment, and if there was, then they might expand it to the rest of
the facility.

But those systemic kinds of approaches in their plan is what the
QAPI program is about.

Senator BLUMENTHAL. Among the nursing homes that have been
particularly active on anti-psychotic drugs or on preventable falls,
can you give us an idea whether any are in Connecticut? That is,
the good guys, so to speak, who have done really pioneering work
on these issues.
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Ms. BONNER. There are definitely a number of homes in Con-
necticut that have done pioneering work in a number of areas, not
only anti-psychotics and fall reduction. Again, with Dr. Tinetti at
Yale, and Dr. Baker also, and those programs around Warfarin
use. Warfarin is an anti-coagulant that leads to bleeding and is a
very high-risk drug. It’s very often associated with morbidity and
mortality, and there are some programs, some pilot programs in
Connecticut that have looked at how nurses in nursing homes mon-
itor a high-risk drug like Warfarin, and the principles were the
same as monitoring similar, an anti-psychotic high-risk drug as
well. So there has definitely been some very good work in Con-
necticut.

Senator BLUMENTHAL. Well, I'd like you to give me a list of them
because I'm going to go visit them.

Ms. BONNER. I'm glad you want to go visit the good ones.

Senator BLUMENTHAL. Well, I'm going to go visit some of the bad
ones as well.

But I really want to thank you for your being here today. It real-
ly means a lot, and we have a lot of areas that I would like to pur-
sue with you. I think you may know my staff, Rachel Pryor, who
deserves credit for helping to put this hearing together, and when
we're all back in Washington I'd like to make a point of getting to-
gether again and getting some of that additional information.

We could spend a lot more time here but we have another panel
afterward, and they are busy. I'm sure you have places to go as
well, and I just can’t thank you enough for the good work that
you’re doing, and your colleagues at CMS as well, in this very dif-
ficult and challenging area. It is so critically important not only for
saving dollars, which will be a priority going forward as the Afford-
able Care Act is implemented, but also for stopping the kinds of pa-
{:ient safety violations that are so negatively impactful on people’s
ives.

So thank you for your great work, and thank you for being here.

Ms. BONNER. Thank you. We look forward to those further meet-
ings.

Senator BLUMENTHAL. Sure. Thank you, Director Bonner.

[Applause.]

Senator BLUMENTHAL. I'm going to ask our next panel to come
forward.

While they’re doing that, I would like to thank other public offi-
cials who are here today. I said hello earlier to our Commissioner
of Public Health who is here.

N Jewel, if you could please stand up? Thank you so much for being
ere.

[Applause.]

Dr. MULLEN. If I could just note that Margaret Hath, the Direc-
tor——

Senator BLUMENTHAL. Any of your staff you'd like to introduce,
please stand up.

Dr. MULLEN. They are also going to go out and survey, if you
would like to join them.

Senator BLUMENTHAL. Okay. Vicki Veltri, who is the health care
advocate, I saw her earlier. Thank you for being here.

[Applause.]
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And I think I saw Nancy Shaffer, who is the state ombudsman.
Thank you for being here.

[Applause.]

Thank you. And I also saw Jeannette Dedesus, who is special ad-
visor to the governor, Governor Malloy. I know he’s very interested
in this issue.

Are you still with us, Jeannette?

[No response.]

Maybe not.

But thank you all for being here, and I introduced before Edith
Prague, who is still with us.

For the next round, and if you could please come forward, we
may need to get some chairs for the members of the panel.

We are, by the way, distributing cards to the audience so that
you can ask questions of this panel. And what we may have to do—
I'm not sure how the microphone will work, but we’re going to
begin with Jean Rexford, and then as we go from one panel mem-
bl(?lr to another, we can have you take a seat in front of the micro-
phone.

We'’re going to begin with Jean Rexford, who is a long-time friend
and partner in these efforts of mine, and I want to thank her for
the great work that she’s done in this area. She founded the Con-
necticut Center for Patient Safety in 2004 and currently serves as
its executive director. Her organization works to promote consumer
involvement in patient safety efforts. She was previously chair of
the Connecticut Health Foundation, and she has represented con-
sumers on the National Committee for Quality Assurance and the
National Quality Forum.

Jean, do you want to begin?

STATEMENT OF JEAN REXFORD, EXECUTIVE DIRECTOR,
CONNECTICUT CENTER FOR PATIENT SAFETY, REDDING, CT

Ms. REXFORD. Good afternoon, Senator Blumenthal, and thank
you for the opportunity to provide testimony today about patient
safety and for bringing attention to this serious public health issue.

According to the Inspector General’s November 2010 study, it can
be estimated that there were 950 Medicare beneficiaries in our own
state that died in our hospitals, and you can probably add another
22,000 people who got an infection from a facility that same year.

Behind each statistic there is a name, a family, a story of sorrow.
For some, it’s medical bankruptcy. For others, it is unemployment.
But for all patients harmed by the health care system, there is a
physical and emotional pain, a profound broken trust and disbelief
that while being treated, they had been harmed by preventable
medical errors.

The Connecticut Center for Patient Safety was formed in 2004 to
be the voice of the consumer patient. We are determined not to be
forgotten collateral damage in a terribly broken health care system.
Today we are joined by other advocacy groups in the national pa-
tient safety movement. Loosely organized through Consumer’s
Union Safe Patient Project, we work together to promote patient
safety, improve quality, and protect patients’ rights.

In Connecticut, we are working with another patient-focused ad-
vocacy group called Jump Start. We are trying to shine a spotlight
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on the need to put the patient first and foremost in this vast med-
ical-industrial complex and the regulatory agencies that have in
the past not always put the patient first.

We began our work with hospital infections. When I learned in
2005 that there were just two infections reported across 31 hos-
pitals in Connecticut, I knew that it was a good issue to tackle. We
were told by hospital executives with whom we spoke that most in-
fections were expected, which revealed to me a fundamental gap
between consumer and medical facility perspectives. I can assure
you that no health care consumer expects to visit a licensed med-
ical facility and acquire a deadly infection as a result of receiving
care. It was not difficult to amass stories of patients and families
and what had happened to them when they had acquired an infec-
tion. Keith lost his job. Mary will never walk again after a hip re-
placement.

We brought these stories to our legislature, and legislators added
their own. Twenty-six states now have legislation requiring public
reporting of hospital-acquired infections, and the Federal Govern-
ment has paid attention. There is an impressive nationwide effort
to begin to address infections and needless suffering and costs. But
think of the individuals who have died and their family’s loss be-
cause medical facilities were slow to react without legislative inter-
vention.

We have learned over the years that legislation has limitations.
The health care consumer will never get all that we want or de-
serve. There is absolutely no road map for the consumer patient
safety movement, and only meager funding for our advocates.
When funding is awarded for patient safety improvements in the
clinical setting, there is never a requirement for consumer rep-
resentation on medical facility commissions, panels, and
workgroups studying patient safety, innovation and quality im-
provement. Most funded endeavors exclude patient voices alto-
gether.

While we have worked hard to collaborate with hospitals to get
a seat at the table to solve the patient safety epidemic, we concur-
rently faced obstruction by the industry’s powerful and well-funded
lobbyists serving profit motives first. We realize we had to think
more creatively and decided that nurses can make an enormous
difference in the quality of care in keeping patients safe. So we
started an outreach program to nursing schools. Collaborating di-
rectly with providers instead of institutions seemed a far more
positive way to work.

Our nursing education program has been successful and con-
tinues to grow. Some doors have now opened, and we regularly par-
ticipate in state and national efforts. However, there is much work
to be done to bring awareness to an issue that for too long has been
accepted by the medical community, overlooked by regulators, un-
known to the vast majority of the general public and unsuspecting
patients, and out of the realm of consumer protection.

Without transparency and accountability, patients will continue
to be harmed by medical facilities that tolerate errors at a rate un-
heard of in any other safety-sensitive industry. We are eager to
work with medical facilities and the health care system and have
just recently begun collaborating with innovators that welcome our
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participation. Testimony provided later today will provide an exam-
ple of islands of excellence that have begun to take shape and
make progress. But why aren’t these islands the norm instead of
the exception?

Nineteen months ago the Federal Government launched the
Partnership for Patients. It was an important initiative for health
care providers, but it wasn’t with patients. It was for patients.
After nearly two years, we were finally contacted, advocates across
the country, and invited to Washington. The next week after we
were excited about showing up, we were told not to come. There
was no money. There was no money for the patients, for the advo-
cates. We were, sadly, an afterthought.

Patients and patient safety must be a reflex. Only when we be-
come an equal partner will we begin to see safe, patient-centered
care.

Thank you, Senator Blumenthal, for your never-ending commit-
ment to ensure that patients and consumer voices are heard.

Senator BLUMENTHAL. Thank you.

[Applause.]

I am going to ask each of the witnesses in order just a couple
of questions, and then we’ll take questions from the audience.

Jean, thank you very, very much. You know, I remember last
night reading your reference to a patient safety epidemic. Do you
think that’s an accurate description of the extent and severity of
the problem?

Ms. REXFORD. Absolutely. In fact, this morning on the news there
was a helicopter where four people died. Dr. Lucien Leaf talks
about the jumbo jet of Americans that die on a daily basis from
failures within our health care delivery system. These are huge
numbers. And so it’s not only the toll of the suffering, but it is the
cost to the industry.

I have been frustrated in that we’re always talking about access,
we've got to have access, and I believe that. But we need to talk
about what we are accessing. We want to provide safe, reliable
care. It’s the only—you know, every once in a while they’ll say we
provide experience-based medicine, and I'm thinking, we weren’t
doing that before? It is of concern that the patient isn’t always put
first.

Senator BLUMENTHAL. And what has been the response since you
were invited to Washington? Have you found greater receptivity
since then?

Ms. REXFORD. Well, I think people are really trying. The FDA re-
cently asked consumers to come and spend a day at the FDA to
begin communication. There were 200 people in the room. I would
guess I was one of three consumers that was non-conflicted, and
that has been the challenge, to find people that don’t have financial
ties to the industries that make up health care. Many of the other
consumers were representing disease groups, whether it was Par-
kinson’s or AIDS, all of which have heavy funding from the phar-
maceutical industry.

So the non-conflicted voice is of critical importance. When I do
serve on national panels, I am always thanked because I am able
to say what providers really want to say, but they can’t.
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Senator BLUMENTHAL. Thank you very much, and we’ll be com-
ing back to you.

I'm going to invite the next panelist, Dr. David Blumenthal, who
is Samuel O. Thier Professor of Medicine and Professor of Health
Policy at Massachusetts General Hospital and Partners Health
System and the Harvard Medical School. He serves as Chief Health
Information and Innovation Officer for Partners Health System in
Boston. From 2009 to 2011, he served as National Coordinator for
Health Information Technology under the President of the United
States, Barack Obama, and in that role he was charged with build-
ing an interoperable private and secure nationwide health system
supporting widespread use of health information technology to im-
prove patient outcomes.

There’s more that I could say, but I am a somewhat conflicted
observer.

[Laughter.]

To use the word that Jean Rexford did.

Thank you for being here, Dr. Blumenthal.

STATEMENT OF DAVID BLUMENTHAL, CHIEF HEALTH INFOR-
MATION AND INNOVATION OFFICER, PARTNERS
HEALTHCARE SYSTEM, BOSTON, MA

Dr. BLUMENTHAL. Well, Senator Blumenthal——

[Laughter.]

It’s a pleasure for me to be here. This is a unique opportunity
for me to testify before you in your home state and bring you greet-
ings from the neighboring State of Massachusetts.

I'm going to talk about patient safety from a particular point of
view, and that is from the point of view of one of the important pil-
lars of patient safety, the availability of accurate and timely health
information. We need to supply our key decision-makers in health
care with the best possible information they can have at the time
they need it, accurate information. Inaccurate information is an im-
portant cause of safety problems. Up-to-date scientific information,
when it is lacking, is another important cause of safety problems.

This vital lifeblood of patient care and of safety, good information
is one of the most critical resources that clinicians have in their
care of patients on a day-to-day basis. The best circulatory system
for that lifeblood in the 21st century is electronic information sys-
tems. Virtually every blue-ribbon panel and every expert that has
looked at patient safety has enumerated a long list of things that
we need to do, and invariably one of them is to improve informa-
tion through better information systems using modern technologies,
which are almost inevitably electronic.

So, this apparently very complicated topic of information tech-
nology is actually very simple. It’s about empowering people to do
the right thing by enabling them to know what the right thing to
do is.

So, we've made a lot of progress on that topic since the Obama
Administration came into office and since the Congress passed the
Health Information Technology for Economic and Clinical Health
Act (HITECH), which you mentioned in your opening remarks.
This 2009 piece of legislation, which was part of the stimulus bill
passed at that time, put aside many billions of dollars to reward
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physicians, hospitals, and other caretakers for becoming meaning-
ful users of electronic health records, which also have to be cer-
tified by the Federal Government.

Since that law was passed, very dramatic changes have occurred.
The proportion of American physicians and hospitals with elec-
tronic health records has doubled. The numbers of meaningful
users of electronic health records, both doctors and hospitals, is
now approaching 100,000. The Federal Government has spent over
$5 billion in incentive payments through the Medicare and Med-
icaid programs to reward them as stipulated by law.

So, we are definitely on a new trajectory, but more could be done.
Specifically on the topic of this hearing and the topic of your com-
mittee, the Special Committee on Aging, there is one particular
oversight that needs to be corrected under the HITECH Act, and
that is that the HITECH Act does not support long-term care pro-
viders, home health providers, or rehabilitation facilities for the
adoption and meaningful use of electronic health records.

This is not a wise choice. We need to do better. Of course, cov-
ering the full continuum of care is essential, and the information
that’s necessary to care for patients in long-term care, home care,
rehabilitation, and other areas outside the acute care setting is
every bit as important as in the acute care setting.

This is especially true for the 5 percent of Americans who ac-
count for 50 percent of our spending, patients with multiple chronic
conditions, with chronic illnesses, the kinds of patients who one
finds among the elderly and in long-term care facilities. For these
patients, coordination of care is especially important to avoid safety
problems; knowing what patients have received in the way of care
in the past, knowing what drugs they're on, knowing what their al-
lergies are. All of this information needs to be part of the care
that’s provided in long-term care settings, as well as in acute care
settings.

The HITECH Act didn’t cover those other facilities I think in
part because it needed to start somewhere. It needed to set bounds
around the level of expenditure. But as we plan for the future, it’s
clearly the case that the umbrella of the law has to extend to in-
clude those kinds of caretakers and those kinds of facilities as well.

As the law is implemented, there’s another area where I think
that Congress needs to be attentive and careful, and that has to
do with the level of performance that we demand of users of these
modern information systems. There are two basic, important things
that information systems do. The electronic health record itself is
not a powerful tool. It’s just a repository for information. The power
of these tools derives from two uses of the information. One is to
exchange it, to enable the information to follow patients, to move
wherever the patient moves; and the other is to use it to make cli-
nicians smarter and caretakers smarter.

The latter is done through embedded algorithms, reasoning logic
that takes the best information that is available to medical science,
as well as information about patients, and wraps it up in a way
tha‘c1 presents it to clinicians in a way that they can use most effec-
tively.

Health information exchange and clinical decision support are
the waves of the future, and they are both incorporated into the



19

meaningful use framework. The meaningful use framework encour-
ages the use of these techniques but they are demanding, more ex-
pensive, and they require things of the profession and the health
care institutions that are not straightforward. As they come into ef-
fect, especially as the Center for Medicare and Medicaid Services
and the Office of the National Coordinator promulgate increasingly
demanding regulations for compliance with meaningful use, I fully
expect that there will be efforts by my colleagues in the health care
industry to postpone, mitigate, and reduce the demands associated
with the meaningful use framework. I hope the Congress will stand
firm in supporting the Administration as it tries to push the fron-
tier on making good use of information for improving patient care,
for improving quality of care, for improving safety and reducing the
cost of care.

The last point I would make, following a consumer representa-
tive I feel I have to make, is that one of the things that health care
consumers do care a lot about is the privacy and security of infor-
mation that’s in medical records. They care about it in the non-
health care world, in their finances and in the personal choices
that they make on websites and over the Internet. But there’s
something special about health care.

So, I think that the Congress needs to reexamine, and the Ad-
ministration needs to reexamine the current privacy and security
framework, because it is not currently adequate to provide the se-
curity and enable the trust that we need to make sure that pa-
tients and their families are trusting of and fully cooperating with
the collection and distribution of information using electronic tech-
nologies.

So with those comments, Senator Blumenthal, I will conclude my
remarks. I'd be happy to take a few questions.

Senator BLUMENTHAL. I promise only a very few.

Dr. BLUMENTHAL. None of them personal.

Senator BLUMENTHAL. In your written testimony—by the way,
I'm going to ask that all of the written testimony be made a part
of the record. I know that the witnesses understandably shortened
what they had to say, and without objection I'm going to ask that
it all be made a part of the record, and we’ll distribute it to my
colleagues.

You mentioned in your written testimony the radiology order
entry as an example of how IT can save the system from errors or
make for better and more effective treatment. That’s just one ex-
ample. Maybe you could just describe that.

Dr. BLUMENTHAL. Sure, sure. So this is a story that comes from
my personal experience, 35 years as a primary care physician, and
that I told frequently when I was working in the Federal Govern-
ment. At my home institution at Massachusetts General Hospital,
where I practiced for many years, we had a fairly advanced infor-
mation system, and one of the things that we had was a form of
clinical decision support. I mentioned it in my remarks, a way of
making clinicians smarter.

What this system did was, it was called radiology order entry, re-
quired that you enter some information about the patient in sup-
port of ordering a high-cost imaging study, a magnetic resonance
image study or a computerized CAT scan study of the head or the
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chest or the abdomen, whatever the body part might be. And after
you'd entered this information electronically, it would then do two
things.

First, it would compare your test ordering and the patient’s infor-
mation to the guidelines of the American College of Radiology. This
it did in real time. So you would get feedback in milliseconds on
whether your decision conformed to the recommendation of the na-
tion’s best thinkers about ordering tests.

The other thing it did—both these systems, by the way, were
home grown—is it looked back through the patient record, and if
the same test or a similar test had been ordered within three
months, it would essentially say are you sure you want to do this,
because either you or somebody else had just ordered this test, and
you might be able to get the information you need without doing
this high-cost test.

And we found, I found personally and I know that many of my
colleagues found, that either they weren’t aware that something
had been ordered or their logic may not have been in accord with
expert opinion, and often this meant changing a test to order a dif-
ferent one, either adding something to it or taking something away.
Sometimes it meant canceling the test altogether because a similar
test had been done and the information was available.

So what this did is it actually reduced the collective costs across
the health system, the collective amount of high-cost images that
were ordered over time. There was a very dramatic reduction in
the rate of increase in those tests, and I often think of this as kind
of health policy nirvana. What it did was it got physicians to
change their behavior in a way that made the care higher in qual-
ity, reduced the cost of care, prevented unnecessary radiation expo-
sure for patients, and prevented them from being inconvenienced
by the need to come back to get a test. Often we would end up
sending patients to outlying facilities because at Mass General our
facilities were so busy. So, it saved all that inconvenience, and it
did it with no coercion, no financial incentives. It just made doctors
better at what they wanted to do, better professionals.

So that’s sort of the power, I think, of information at the right
time and the right place. If you'd given that information a half-
hour later, it wouldn’t have been worth anything. But because it
was present at the time the test was ordered, it made a huge dif-
ference. We have almost unlimited opportunities to do that using
information technology.

Senator BLUMENTHAL. And it saved money.

Dr. BLUMENTHAL. It saved test ordering, which saved money.

Senator BLUMENTHAL. You mentioned that 5 percent of the indi-
viduals who receive health care are responsible for 50 percent of
the spending. Is that an inevitable proportion, or are there steps
that we can take either through long-term care efficiencies, nursing
homes, rehabilitation, to drive down those costs?

Dr. BLUMENTHAL. Well, we can drive down, certainly reduce the
rate of increase in the cost of that 5 percent. I think it’s unclear
whether you can ever or would want ever to spread those costs
across a larger proportion of the population. The fact is that as we
age as a population, we tend to get more people with chronic ill-
ness, and they tend generally to be a minority of the population.
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So I don’t expect that proportion, that concentration of cost to
change, but I think we could care for that group more efficiently.

Senator BLUMENTHAL. The concern that you raised about privacy
and security is very much on people’s minds, whether it relates to
IT or simple paper records, and I've actually sponsored a measure
and have a number of co-sponsors—it’s been reported out of the Ju-
diciary Committee—that would impose requirements for actual sys-
tems. Many corporations, including health care institutions, have
no systems, and it provides penalties in the event that they don’t,
and provide a private right of action in the event that there are
breaches, and other remedies in the event that there are breaches.

But I think you’ve rightly identified the medical care area as one
where people are understandably and rightly sensitive, and I take
it that you feel that there is the need for additional protection.

Dr. BLUMENTHAL. Yes. There is the need in part because though
we complain in the medical profession and in the health care in-
dustry a lot about HIPAA, which has become kind of an epithet as
an obstacle from different points of view, an obstacle to whatever
people are setting out to get, the fact is that it was created in the
pre-Internet age. It was created before the current use of informa-
tion was ever imagined, before the Internet, with all its benefits
and all its risks, was considered.

So there are whole groups of institutions which now are
custodians of health care data—take Microsoft and Google as two—
that are not at all regulated under the HIPAA provisions. There
are also big gaps in HIPAA itself. It’s actually quite porous and
fairly easy for practitioners to exchange information, to move infor-
mation around legally, and often necessarily, without getting pa-
tient consent.

So that’s not to say it’s the wrong thing to do, but I do think it
needs, in the Internet age, to be reexamined. This will require a
series of things. It requires some of these necessary changes and
considerations to be done through regulation. You don’t need con-
gressional action. Some will need, though, congressional action be-
cause they are part and parcel of the regulation of information in
commerce using the Internet, and that is a topic that is under ac-
tive discussion right now. It’s not an area of my expertise, but I do
understand that you can’t address the health care area in complete
isolation from all the other uses of the Internet.

Senator BLUMENTHAL. Susan Davis, who will follow you, talks
about patient misidentification and the potential with the same
name, the same birth date, to be misidentified and confused. Is
that a problem that you saw during the time that you served as
national coordinator in this area?

Dr. BLUMENTHAL. It was a great concern. Of course, the less pri-
vacy you have, the easier it is to identify people. The ultimate form
of identification would be some kind of national patient identifier,
and I was often asked about that. If we all had to have a unique
number that was incorporated into our medical records, it would be
from an information standpoint very easy to avoid making errors
in identifying patients. But that would run afoul of many deeply
held views about what the role of government is, what it should
know about people, and I don’t see that as likely.
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Lacking a unique number associated with everybody, we will
never find a way to identify people that is absolutely perfect and
secure with 100 percent accuracy. So the challenge is to identify
the best technical systems that we have to identify people with an
error rate that’s tolerable, and educating the public about that as
a risk of information systems inherently is a big challenge.

It’s not reasonable absent a national identifier, and even to some
degree with a national identifier, it’s not reasonable to expect that
we’ll ever have 100 percent certainty in identifying individuals, es-
pecially with common names and without very distinguishing phys-
ical or medical problems.

Senator BLUMENTHAL. Thank you, and thank you for your testi-
mony today.

Dr. BLUMENTHAL. My pleasure.

Senator BLUMENTHAL. I'm going to ask Susan Davis to take the
microphone next. She is the CEO of St. Vincent’s Medical Center
and Market Leader of the Ascension Systems of Hospitals across
New York, Connecticut, Florida, and Alabama. She has been at St.
Vincent’s since 2004, overseeing the most ambitious technology up-
grade to support patient safety in the medical center’s history and
indeed probably in the history of our state. She has aggressively
implemented systems of patient safety reforms that have resulted
in one of the lowest rates of infection in the nation, and she’s been
appointed by the Connecticut Hospital Association to lead all Con-
necticut hospitals through St. Vincent’s model and example. She
has received local and national recognition for her commitment to
patient-centered care, and I can say about her as well as others of
the witnesses today that I've been very proud to work with you,
Susan. Thank you for being here today.

And I might just mention that I know that many of you have
other schedules. If you find after your testimony that you need to
leave, we won’t hold it against you. We're going to be keeping in
contact with you, and obviously all of your testimony will be made
part of the record.

Thank you for being here.

STATEMENT OF SUSAN DAVIS, CHIEF EXECUTIVE OFFICER,
ST. VINCENT’S MEDICAL CENTER, BRIDGEPORT, CT

Ms. Davis. Thank you very much, Senator, and thank you for
that very gracious introduction. My father would be proud.

The point that you made about my role with the Connecticut
Hospital Association is perhaps one of the responsibilities that I am
very proud of. We heard our consumer advocate speak about the
need for hospitals taking patient safety seriously, and I'm proud to
say that the Connecticut Hospital Association agrees and is work-
ing together with every hospital in the State of Connecticut to put
aside our competitive issues that we have in our communities and
work together to create a culture of safety by building in reliable
behaviors amongst the health care workers.

Our objective is to eliminate serious safety events and make our
hospitals collectively in the state, and I believe it’s the only state
in the country that has made this commitment to provide our pa-
tients and our communities a safer environment. And I'm pleased
to say, Jean, that this initiative was developed with a consumer as
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part of our planning group, so you're teaching us well. Thank you
very much.

But patient safety is my passion, and what I am going to speak
to today is not the issue of safety from the standpoint of serious
safety events or building a culture of safety and reliability, but
from the IT side.

I feel a little—is Dr. Blumenthal still here? Good.

[Laughter.]

I feel a little bit overwhelmed by his presence, but I'm going to
try to give you a perspective from the health care side.

Senator BLUMENTHAL. He’s much more imposing than I am.

[Laughter.]

Ms. DAvis. Not so.

[Laughter.]

But as you know, St. Vincent’s is part of Ascension Health, which
is the largest Catholic health system in the country and has under-
gone a number of initiatives around the country to create an IT
platform that will enable us to use information technology to im-
prove the delivery of care across the continuum, because it’s not
just about hospitals. As we move forward with the Affordable Care
Act, the exciting part of it is we're going to be looking at payment
for value and also payment across the continuum. In order for us
to be able to do that, we need to be able to transport information
and data about the patient across that continuum.

Unfortunately, that’s not the case today. The Bipartisan Policy
Center in Washington, which I'm sure you’re familiar with, issued
a report that highlighted a number of issues that need to be ad-
dressed if we’re to be successful in building an electronic infra-
structure to support quality, value, and the care across the con-
tinuum.

Our delivery systems and payment reforms must promote quality
and value, but they require providers to deliver care and bring im-
portant health care information about the patient to the point of
care. And while the High-Tech Act has been very significant in ex-
acerbating the adoption of electronic health records, we have two
major issues that I'd like to speak to. One is the interoperability
of our information systems, and the second is the unique patient
identifier.

On the interoperability of our health care systems, I'd suggest
that there needs to be standards and certification requirements as-
sociated with CMS’ Medicare and Medicaid EHR programs, and
they should be expanded at Stage 2 because we need to be required
to transmit additional data across providers and in different set-
tings, and that’s not the case today. Clinical IT vendors have pro-
prietary standards which prevent easy data exchange between sys-
tems, and frankly, those proprietary practices are barriers.

Think about the fact that the U.S. banks have figured this out
long ago. Without standards, investments in HIT are minimally op-
timized and increases the overall cost to the health care delivery
system.

The second point I'd like to raise is one that you discussed with
Dr. Blumenthal, and that is the unique patient identifier. Again,
the Bipartisan Policy Center issued a report titled “Challenges and
Strategies for Accurately Matching Patients to Their Health Data.”
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In Harris County, Texas, there are 2,400 people named Maria Gar-
cia; 231 of them have the same birth date. In that county alone,
there are almost 70,000 pairs of patients who share both names
and birth dates. That’s not unique to Harris County, Texas or the
State of Texas. That happens across this country, and patient
misidentifications vary from 8 to up to 20 percent and have signifi-
cant impact on medical errors.

While we need to be conscious and concerned about patient pri-
vacy, we also have to find a way to move closer. I understand that
Dr. Blumenthal said that we will never have a unique patient iden-
tifier, but we have to move closer on that continuum to eliminate
this problem of duplication of names and birth dates to improve the
safety of the health care we provide to patients.

Hospitals have developed workarounds, but those workarounds
are dependent on people. Human error occurs, and people need to
be added to health care systems to do this manual work, and that
only adds cost to the health care system.

There is one additional point I'd like to make in closing, and that
has to do with the alignment of Federal quality measures. CMS
has offered three ways for providers to begin moving to provide ac-
countable care under its newly-created Accountable Care Organiza-
tion program, Medicare Shared Savings, Pioneer ACO, and Ad-
vanced Payment Initiative. These are very, very exciting opportuni-
ties for hospitals.

One of the best parts of those three initiatives is the fact that
the measures across the various payers, either Federal, state or
local, are required to be consistent measures. It enables those par-
ticipants in those three programs to pull data that is the same for
each of those initiatives. We are really appreciative of CMS’ efforts
to standardize data and data measurements. However, it has to go
broader than to those providers that are participating in these ac-
countable care organizations.

The broader U.S. health care system needs to align both its pay-
ment and technology processes to assure high quality and high
value. Health IT and provider adoption of EHR technologies must
become an integrated component of the health care system trans-
formation that is grounded in policy which facilitates provider ac-
cess to secure patient health information.

I welcome the opportunity to serve as a continuing resource to
you in your important work, and thank you for inviting me to be
part of this testimony.

Senator BLUMENTHAL. Thank you, and we certainly will take ad-
vantage of your offer to be a continuing resource.

You mentioned that the effort has to be broader than the ACO,
the accountable care organizations. Can you expand on that a little
bit?

Ms. DAvis. Yes. I'll take it from a local perspective. We provide
measures on almost 75 indicators. Now, I'll make two points on
that. First, we have got to move from process measure to outcome
measures because that’s the value that we provide, the outcome to
the patient. Patients can still get bedsores even if we're being
measured and the fact that we document turning patients every
two hours. The definition of those outcomes are different when
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we're reporting them to insurers, managed care companies, CMS,
Joint Commission, or statewide agencies.

So what we need as providers is a consistent definition of those
outcomes so that we’re able to report it to everyone. We believe in
transparency, but when you take those 75 measures and put three
or four different definitions in there, it’s just additional work and
opportunities for error, and it takes us away from ensuring the out-
comes that we want to deliver.

Senator BLUMENTHAL. Good point. You also mentioned—that one
of your recommendations is to expand consumer engagement in
electronic tools. How exactly do you think we ought to do it?

Ms. Davis. Well, you know, I think we'’re fortunate to have orga-
nizations like Jean’s who really advocate for the consumer; not to
say that we as providers don’t also advocate for the consumer. But
it’s amazing to me the amount of information that’s out there that
consumers do not gain access to, and I think we need to start with
educating consumers about the information that is available to
them now to help improve their health outcomes.

But in addition to that, I think that patient portals that can be
developed by hospitals, by a health system, and giving patients ac-
cess to them in an easy, accessible way is one of the best ways for
patients to get access to their information. But in order to do that,
we need interoperability, and we need unique patient identifiers to
protect the privacy of those patients that have duplicate personal
patient information.

Senator BLUMENTHAL. And these ideas, I think, really go very
well with the suggestion that Jean Rexford made, that we need
partnerships for patients, but even more partnerships with pa-
tients so that they are involved and engaged as participants, not
just the objects of what happens.

Ms. DAvIs. Absolutely. As health care providers, we sometimes
think that we know what patients want. We don’t. And unless the
patient has a seat at the table, we’re not going to move this health
system along as we need to, to better meet their needs.

Senator BLUMENTHAL. Thank you.

I'm going to ask—I wish we had more time for each of our wit-
nesses, but I know that we are limited in terms of time. I'm going
to ask Ms. Henderson, CEO of Hill Health Center, Connecticut’s
oldest community health center, to be our next witness. Since her
arrival, she has directed the rebuilding efforts of a legacy institu-
tion with a 40-year track record of innovative patient care.

I've been tremendously impressed by the great work that you've
done there, and thank you so much for being here with us today.

STATEMENT OF JAMESINA HENDERSON, CHIEF EXECUTIVE
OFFICER, CORNELL-SCOTT HILL HEALTH CENTER, HART-
FORD, CT

Ms. HENDERSON. Thank you. Thank you so very much, and good
afternoon, Senator Blumenthal. Thank you for the opportunity to
contribute to your research on this most important subject.

I am Jamesina Henderson, CEO of the Cornell-Scott Hill Health
Corporation, Connecticut’s first federally qualified health center
and one of its largest. And may I add that each federally qualified
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health center is required to have 51 percent patient participation
on its board of directors, so there is patient voice.

We were established in 1968 as a primary care institution, and
through our 44 years of growth, expansion, and development of
services in medical, dental, and behavioral health care, we have be-
come the nation’s best example of integrated care. We're not alone
in arriving at this conclusion. Linda Rosenberg, the CEO of the Na-
tional Council of Behavioral Health Care, who visited with us re-
cently and is responsible for leading an association comprised of
over 1,900 behavioral health care organizations nationwide, stated
that in all of her experience, we are the best example of integrated
care that she has ever seen.

I believe our perspective on care integration is critical to your ef-
forts on patient safety, and I'd like to explain why.

Throughout our history of providing care to the 33,000 people
who consider us their medical home each year, we have focused on
delivering a quality experience, from scheduling to the reception
desk to the treatment room. One of the challenges we have faced
is ensuring the appropriate sharing of information between our
medical, dental, and behavioral health providers. Many of our pa-
tient population receive services from all three disciplines, and as
many of you know, there are many connections between mental
health and physical health.

In one of our most recent efforts to tackle this problem head-on,
which is what we like to do at the Cornell-Scott Hill Health Cor-
poration, we challenged the marketplace to provide what we know
is the right contributory solution to improve patient care and pa-
tient safety, a completely integrated electronic health record struc-
turally built on a foundation of information sharing across all three
care disciplines. We demanded a solution that mirrored our prac-
tice of integrated care, and only one solution provider heard our
call.

I'm proud to say to this committee that the Cornell-Scott Hill
Health Corporation, in partnership with General Electric, is lead-
ing the transformation of electronic health records. Our system,
which is now in place at several of our 16 care sites, is likely the
first in the nation to provide full integration and sharing of infor-
mation across all care disciplines.

We know from experience that communication and sharing of in-
formation is critical to patient safety, continuity of care, and to an
enhanced patient experience. Technology aside, there are other
ways we know this to be true. And like the technology solution we
are implementing, there are other collaborative and partnership so-
lutions underway in our health care environment equally deserving
of mention.

Today we have no less than three programs in place, funded
through foundations and others, to provide patient navigation serv-
ices to patients with specific conditions. Just last month we were
awarded a grant from the Komen Foundation to provide patient
navigation services to women with breast cancer. What these foun-
dations know and are willing to put their funding behind is the
true value of communication, information sharing and care man-
agement. They know that if patients diagnosed with specific condi-
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tions are assisted along the path of the health care continuum,
they stand a better chance of improved health outcomes.

Technology cannot do this alone. It is an important, even critical
component, but the human component is needed. Patients need to
know they have an advocate fighting for them, working with them
to ensure their needs are going to be met. This gains increasing im-
portance as the population in general, and our patient population
specifically, ages. More complex medical conditions and treatment
regimes, including medication adherence, demand greater atten-
tion.

Patient navigation is a clear success story. With it, we stand a
better chance of our patients receiving the right care at the right
time in the right place. Patient navigation can help us reduce non-
emergency visits to emergency departments, which of course every-
one knows will reduce costs throughout the health care system.
What makes this a difficult solution to implement is the simple fact
that patient navigation services are not a reimbursable expense
from our current payer mix.

Another challenging aspect of providing this service is the lack
of training and workforce development opportunities to help us
transform the existing workforce into 21st century caregivers capa-
ble of coordinating care across multiple specialties and institutions
while simultaneously delivering on our promise of an exceptional
experience.

I'd like to make one additional point before concluding with the
recommendations. All of us in the health care field understand the
growing complexities in delivering quality care. With the confirma-
tion of the Affordable Care Act, we know the future of health care
is going to be different tomorrow than it is today. One area we
know will not be different is the expectation of our patient, high
quality and safe care from their provider. We believe the vast ma-
jority of our patients have elected to make us their medical home
precisely for that reason.

A medical home is more than a label. It is an affirmation of ex-
pectation and of value. And underpinning that expectation and ac-
ceptance of a medical home is trust. The simple and powerful truth
is that our patients place their trust in us, all of us in the health
care field, to do what is best for them. A successful handoff or
transfer of a patient and their clinical information builds trust, and
when coupled with the overt acceptance of responsibility for an in-
dividual’s care, then and only then have we all succeeded in trans-
forming health care.

My recommendation to you, Senator Blumenthal, and to your col-
leagues on this committee and in the Senate, is to draft legislation
that supports our efforts to provide seamless, accountable, and ben-
eficial patient navigation across the health care spectrum. With it,
we can improve patient safety, achieve better outcomes, and reduce
costly interventions.

Once again, thank you for the opportunity to share my thoughts
on this most important issue.

Senator BLUMENTHAL. Thank you. And by that recommendation,
I assume you would also recommend that patient navigation be a
reimbursable expense.

Ms. HENDERSON. I certainly do.
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Senator BLUMENTHAL. And how would you, if you were to make
that argument, or elaborate on it I should say, talk about how cost
effective it will be, that the investment is worth the savings, the
improved effectiveness of health care.

Ms. HENDERSON. Well, I think it’s well known the cost of the im-
proper use of emergency departments, and the reason people do
that is because they are directed by the system to go to the emer-
gency room. That structural guidance needs to change, and we
need more people. As much as we applaud the electronic health
record, there is nothing like an actual person helping to assist pa-
tients go to the right place and encouraging them to transfer infor-
mation essential to their better health.

Senator BLUMENTHAL. And that’s what’s necessary to permit and
foster and promote patient navigation, which is really navigating
for patients in what is now all too often a maze to them.

Ms. HENDERSON. Yes.

Senator BLUMENTHAL. Seemingly a maze of fragmented, different
stops along the way to health care.

Ms. HENDERSON. Absolutely, and to encourage their active par-
ticipation in whatever that acute situation is, and their prevention
and wellness. We expect to differentiate in the future at the Hill
Health Center by focusing on prevention and wellness and active,
proactive engagement of patients.

Senator BLUMENTHAL. Well, I want to thank you. First, congratu-
lations on having a fully integrated health IT system.

Ms. HENDERSON. Thank you.

Senator BLUMENTHAL. And for your use of patient navigation,
and thank you for being here today.

Ms. HENDERSON. Thank you very much.

[Applause.]

Senator BLUMENTHAL. We're going to go to Scott Ellner. Dr.
Ellner is the Director of Surgical Quality and Trauma Surgery at
St. Francis Medical Center. He completed a Patient Safety Leader-
ship Fellowship with the American Hospital Association and the
National Patient Safety Foundation. He is co-founder and chair-
man of the Connecticut Surgical Quality Collaborative, which is a
statewide data-sharing framework for all Connecticut hospitals to
learn from each other.

Thank you for your great work in this area, Dr. Ellner.

STATEMENT OF SCOTT ELLNER, DIRECTOR OF SURGICAL
QUALITY, SAINT FRANCIS HOSPITAL AND MEDICAL CENTER,
HARTFORD, CT

Dr. ELLNER. Thank you, Senator Blumenthal. It’s a pleasure to
be here today amongst all the esteemed luminaries on this panel,
and I'm excited to testify on behalf of a surgeon’s perspective on
value-based health care delivery.

As a general and trauma surgeon employed at Saint Francis
Hospital and Medical Center, I am honored to share with the com-
mittee our efforts to improve the value of health care delivered to
our patients. Value can be equated to health outcomes for every
dollar spent on health care services. This value proposition rede-
fines the next steps which should be taken toward health care re-
form and which can be achieved through the full continuum of



29

care; simultaneously improving the experience for patients and
their families, improving the overall health of populations, and re-
ducing the per-capita costs of health care provided.

Now, Susan Davis had discussed outcomes, and my vision as a
health care provider is about improving patient outcomes and mov-
ing away from studying process measures, but, looking at outcome
measures, and this can be done through the careful measurement
of these outcomes.

It’s a well-known management axiom that if it’s not measured,
then it cannot be improved. Over the last five years at Saint
Francis Hospital, my team has collected and reported on 30-day
post-surgical complications through a risk-adjusted and trans-
parent database. Knowing our outcomes has allowed us to realize
not only how good we are, but how much better we can be. Over
this time period using our data, we have implemented specific pa-
tient safety initiatives to improve our patient safety outcomes.

For example, nurse-driven protocols for early removal of in-dwell-
ing urinary catheters resulted in a 62 percent reduction in urinary
tract infection rates. Improved care bundles in the intensive care
unit to prevent hospital-acquired pneumonias reduced our pneu-
monia rates by 33 percent. We developed an operating room team
training program to effectively implement a surgical checklist to
prevent safety-compromising events in the surgical setting. This re-
sulted in a 70 percent reduction in post-operative complication
rates, and I'm proud to say we were recognized by the Joint Com-
mission for demonstrating best practice during our time out for
universal protocol in the operating room.

This has a big impact on costs. Knowing our outcomes has al-
lowed us to develop these performance improvement initiatives to
prevent costly readmissions in health-care-acquired infections. In
fact, two years ago in one study, we found on average that patients
who developed the dangerous C-DIFF infection, which is hospital-
acquired or health-care-acquired, added up to an excess cost of
$54,000 to those patients’ care. By obtaining better outcomes, we
can identify opportunities to eliminate waste and reduce those
costs.

Through our electronic health record system, our information is
now streamlined so we can automate our data collection for real-
time monitoring and make adjustments as needed.

I'll tell you, this morning I saw 22 patients in my office on my
electronic health record. All the data was input. I wrote a letter to
each of their primary care physicians and the patients received a
summary of care to go home with for them to use for transfer to
other physicians if they didn’t have the patient portal system. So
we are implementing the electronic health record to its fullest po-
tential not only to help the patient navigate the system but also
for measuring our outcomes.

But, we have to be prepared to change the culture in order to
make these adjustments, and this starts with medical school train-
ing. The behaviors and actions of the doctors today come from the
core curriculum in the medical schools and the residency training
programs. We are, in fact, still taught 19th and 20th century man-
agement principles for human interaction. Consequently, there is a
hierarchy or an authority gradient in medicine which exists today,
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and at times this can be intimidating to patients. It can impede
communication and collegiality among providers: be they doctors,
nurses, pharmacists, or physician assistants. It’s time to level this
authority gradient, to remove these behaviors, to better the com-
munication so that we can work together as a cohesive unit for the
betterment of our patients.

I'm proud to say that next week at the University of Connecticut,
School of Medicine, we will be teaching our first course in patient
safety as part of their curriculum. We are going to be teaching the
future providers in health care how to be the best advocates for
their patients and how to work together as a cohesive, integrated
unit.

Jean has been an important advocate for her patients, and we
have reached out to her, and recently, last March at Saint Francis
Hospital, we had a very successful patient safety awareness day
with a goal of collaborating with our patients. We brought them in
from the community and we discussed efforts on how they can safe-
ly navigate the system. It was a successful day where patients felt
like they were listened to, and on the other hand we were able to
hear what they had to say to help them come to the hospital and
leave safely.

One other thing I just want to mention is that Hospital Compare
is now looking for hospitals to present their outcomes data, and
what we have done is we have participated in a new pilot, the only
hospital in Connecticut to report our elderly serious outcomes after
surgery.

So with that, I want to thank you for allowing me to testify
today. It’s been an honor.

Senator BLUMENTHAL. Thank you for being here. I feel badly——

[Applause.]

I feel badly for taking you away from those 22 patients and oth-
ers that you would be seeing right now, but your contribution has
been immeasurable. Quite honestly, those numbers of reductions in
urinary tract infections and pneumonia and other accomplish-
ments, measureable outcomes, are really extraordinarily impres-
sive.

I guess my first question is: was it difficult to get support or buy-
in from the nurses and the doctors and others who are in the
trenches for the steps that were necessary to achieve those out-
comes?

Dr. ELLNER. Well, I think that one of the challenges that you
have to face anytime that you’re going up against an embedded cul-
ture is to change the mindset from the way we’ve always done
things to the way we should be doing things on behalf of patient
safety.

Because I am a frontline worker, I'm there in the trenches—I
was there last night operating on a patient with a small bowel ob-
struction—they know me. They are able to relate to me and under-
stand that if I'm truly passionate about this then this must be im-
portant. And so I was able to develop a team of stakeholders who
understand it. Some of them are here today. Then I was able to go
to senior leadership, particularly our CEO, Chris Dadlez, who has
been behind us 100 percent and he understands the importance of
this.
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I can tell you that if the leadership in your organization under-
stands how important patient safety is, then you’re going to be suc-
cessful. It aligns the organization.

Senator BLUMENTHAL. Well, I know your CEO, and I'm very glad
that you brought some of your stakeholders and your team here
today because they really show how leadership can get results.
This is not pie in the sky stuff. This is real-life steps that can be
taken, can achieve results, and I think it’s a very powerful story.

I guess the other question I have for you is: do you think that
the teaching, the curriculum that you developed for the University
of Connecticut, can be replicated and done elsewhere?

Dr. ELLNER. I believe it can. We look at the World Health Orga-
nization as a model and use some of their baseline teachings to de-
velop the core curriculum, and the goal is to not only roll this out
here at the University of Connecticut but to implement it in the
nursing programs and the pharmacy schools so that it’s an inter-
active process with all health care providers, not just the physi-
cians.

So ultimately that is our goal. And then on a side note, what
we’d like to do is make this into a 4-hour certification program for
all providers, for all personnel within our hospital, so that like you
have to become basic life support certified, know how to do CPR,
you have to be patient-certified, patient-safety-certified.

Senator BLUMENTHAL. Patient safety certified. That would be a
great qualification to spread more generally among health care pro-
viders and institutions.

Well, thank you very much.

I'm going to ask questions that have been submitted by the audi-
ence, and I guess some of them are general questions, and I'm
going to ask them in exactly the way they have been written and
open it to whomever would like to respond if they’re not addressed
to one person, and identify who has submitted them.

The first is from Ann Yedlin of New Haven, and the question is:
“What role does staffing play in patient safety, and how is this
being addressed? Numbers, training, empowerment.” For any of
you who would like to respond.

Ms. Davis. I'll try taking a shot at it. I think there are a lot of
studies that are out there that talk about the relationship of the
number of registered nurses to patient outcomes, patient satisfac-
tion. So I think that’s got to be an issue amongst all of our hos-
pitals, within all of our hospitals, because there are data there that
supports it.

But it’s just not having a person. It’s just not about numbers. It
really is about the culture in our organizations and the behaviors
that we all exhibit. We talk about in higher liability of 200 percent
accountability. I'm accountable for the work that I do, but I'm also
accountable for the work that Jean does in making sure that if I
see her forgetting to wash her hands or not putting isolation balm
on, I stop her; speaking up, creating a culture where employees, it
doesn’t matter what you do in the organization, whether you’re the
CEO or a registered nurse or a housekeeper or dietary worker. If
you see a health care provider doing something that you know is
wrong, like not washing their hands, or putting a mask on when
you’re going to put a central line in, you have to empower those
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individuals to speak up, to stop the line, so to speak, and that’s not
about numbers. That’s about culture. That’s about setting the ex-
pectations within the organization.

Senator BLUMENTHAL. Thank you.

[Applause.]

Our next question—I'm asking these in the order that they were
submitted—is from Maggie Ewald, who is the Long-Term Care Om-
budsman. She’s from Columbia, Connecticut. “How does a patient
correct or change a previous erroneous diagnosis in his or her, med-
ical record?”

[No response.]

PARTICIPANT. Well, I guess they don’t.

Ms. DAvis. No, they do. They absolutely do. Most organizations
have a process for that in their policy that enables that to happen.
It’s not easy. I will tell you that, because a physician has written
a diagnosis in a medical record, they’ve made that diagnosis based
on scientific and qualitative data.

But there is a way in which you can contact the hospital where
you believe the erroneous medical record entry is and work with
the hospital and the physician to have your complaint reviewed
and potential for changing the medical record.

I've seen it done, it does work, and I’'ve seen those from the DPH
standpoint understand the process. But that is generally the path
that you should follow to get it done.

Senator BLUMENTHAL. Next question from Sean Jeffrey of Bran-
ford, Connecticut. “Medication reconciliation between care settings
is an important source of errors and potential danger for seniors.
Pharmacists are best situated to make positive changes. However,
pharmacists need to be recognized by CMS as health care providers
to ensure they have the ability to work across care settings to in-
corporate medication data across electronic records to ensure prop-
er communication and make sure the right drug reaches the right
patient at the right time. The American Society of Consultant
Pharmacists looks to partner with your office and the Senate Aging
Committee.”

I guess that’s a comment more than a question. If you wish to
comment, we would welcome it.

Ms. BONNER. Thank you for that comment, and I just want to
add that we are working with ASCP, the American Society of Con-
sultant Pharmacists. Our regulations right now for the most part,
as you pointed out, are really in silos. We have nursing home regu-
lations, we have hospital regulations, we have home health regula-
tions. One of the things that we’re doing now, CMS is looking to
see how do the regulations need to change now that we’re looking
at accountable care organizations and looking at care transitions.

The pharmacists have played a tremendous role in the anti-psy-
chotic work that we talked about earlier, and we’re very pleased
that ASCP is a partner with us. So we’d be happy to work with
them, and Mr. Jeffrey here in Connecticut as well.

Senator BLUMENTHAL. We have a question from Martin Spriglio
of Stratford. “Will there be funding for nursing homes to put elec-
tronic health records? All others receive funding—hospitals, doc-
tors, et cetera.”
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I guess I will answer that question, but I will open it to others.
I certainly hope there will be funding for it, and I will support it
if the President is willing to support it as well. Anyone else who
wants to comment can, but I think that kind of funding for nursing
homes is vitally important.

KATHY TYNAN MCKIERNAN. “What plans are underway to im-
prove quality of care and disincentivizing quick decisions to hos-
pitalize or re-hospitalize patients in nursing homes?”

Ms. BONNER. There are a number of initiatives that are going on,
but most recently——

Senator BLUMENTHAL. Sorry about the logistics here.

Ms. BONNER. I'm sorry I have my back to you so that you can
hear me. There is a recent initiative from the Federal Coordinated
Care Office of Health, which is the office of the dual eligibles, peo-
ple who have Medicare and Medicaid, and it is specifically a pro-
posal. They’re reviewing the people who submitted them now to
look at re-hospitalization, avoidable re-hospitalization of nursing
home residents. That is one of the primary outcomes, as well as,
again, the use of anti-psychotic medications, and others. But that
is one specific initiative where nursing homes are partnering with
physicians and other groups to come in and provide primary care
and work together collaboratively on primary care nursing home
issues to prevent re-hospitalizations.

CMS is working with a number of partners as well. In Con-
necticut, there is a particular group in New Haven that was funded
under the Section 3026 of the Affordable Care Act on care transi-
tions, and that’s again a group that includes skilled nursing facili-
ties, hospitals, community-based organizations to look at unneces-
sary re-hospitalizations, including those of nursing home residents.
So a number of the programs under the Community-Based Care
Transitions section of the Affordable Care Act are looking at that
as well.

Senator BLUMENTHAL. Thank you.

This is a question for Jean Rexford from Brian Capshaw, resi-
dent counsel, President of Aurora Senior Living of East Hartford.
He’s an executive board member of the Statewide Coalition of
Presidents of Resident Counsels of Connecticut.

Is Brian still here?

Mr. CAPSHAW. Yes.

Senator BLUMENTHAL. Great. “Connecticut law requires that
nursing home staffing levels result in 1.90 (second lowest in the
country) total nurse and nurse’s aide hours per resident per day.
With this low number, nursing home resident safety is an issue,
such as falls, because not enough staff is available and residents
try to do things for themselves. The Federal Government leaves
this up to each state. Would you support our attempt to change the
Connecticut law from 1.9 to 2.3 in 2013, and 2.3 to 2.7 in 2014 in
the next legislative session? The Office of Fiscal Analysis shows lit-
tle cost to the state.”

Ms. REXFORD. That’s known as being put on the spot. It would
be certainly something I would be very interested in, and our group
would be very interested. We have just begun working on nursing
home issues. As you know, we have focused on hospitals. But over
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the last few years, we’ve had more and more calls about problems
within the nursing homes.

Clearly, in some nursing homes it is the same complaint, wheth-
er it is medication or falls, that are repeated, and there’s been a
movement in California particularly that looked at staffing levels
that was driven by consumers. So it would be definitely something
we would consider.

Senator BLUMENTHAL. I'm going to ask Brian’s next question be-
cause I think it deserves to be asked, and you can answer it or
maybe talk to Brian individually since he’s here. But I'd like the
whole panel to hear it.

“The last three Connecticut nursing homes that were found to be
negligent in causing a resident’s death were fined an average of
$560. Connecticut law says DPH can fine nursing homes up to
$3,000. With these small fines, there is no incentive for owners to
provide safe care. I've looked at recent cases from 10 other states
and found the average fine to be $18,000. The Federal Government
allows states to set their own monetary penalties. In the 2013 leg-
islative session, we will be asking the Connecticut legislature to
raise the maximum fine to $10,000 and the minimum fine for caus-
ing a resident’s death to $2,000. Would you support our effort?”

Ms. REXFORD. We are absolutely looking into this. In fact, this
past year the Connecticut legislature passed animal cruelty fines.
The first time is $1,000, and it can go up to $5,000, and criminal
charges can be filed. One of our members has just done a spread-
sheet on what our fines are and what they are in other states, and
we would be very happy to share that with your office, and I have
a feeling we'll be sharing that with the legislature next year.

Senator BLUMENTHAL. And may I just say, Brian, you've asked
about state law, but perhaps we can talk about changes in Federal
law and obviously work with Jean and other members of the panel
that may be appropriate in this area. So thank you for the ques-
tion.

The next questions are first from Patricia Kellmer of Farm-
ington, and this one is for Susan Davis. “Can you elaborate on the
Connecticut Hospital Association’s plans to bring culture change to
Connecticut hospitals? What are your goals, and how do you intend
to achieve them, especially for those hospitals not already willing
to change?”

Ms. DAvis. Sure. The Connecticut Hospital Association, through
its Committee on Patient Care, Quality and Safety, has been work-
ing over the past three years to put a plan in place that will in-
volve all the Connecticut hospitals in, first of all, making a commit-
ment, doing education of the leadership, and bringing in a consult-
ant from the nuclear power industry that really does work on safe-
ty to teach us about all the principles of changing behavior, be-
cause in order to change a culture, you have to start with changing
behavior.

The Connecticut Hospital Association has held two boot camps in
the month of June where we had CEOs, physicians, frontline staff,
and medical leaders come for a two-day event. Each boot camp was
two days where they learned about some of the tools that can be
used and the process for helping to change the culture and create
a culture of safety and high reliability, looking at serious safety
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events, using tools to monitor the serious safety events and im-
prove the outcomes.

I can speak to what we’ve done at St. Vincent’s. We have gone
through this process and we, in fact, have educated all of our hos-
pital employees in a three-and-a-half-hour course that I taught, as
well as all of our senior leaders taught to every one of our 3,500
associates about safety and reliability, and we also did the same
thing for our physicians. That was taught by medical staff.

So it’s a real commitment. But when you try and answer the
question that you asked earlier of Scott about how you change this
culture, it’s easy, because you change it by touching the heart of
the caregiver. Caregivers come into health care because they want
to make a difference in people’s lives, and when you can tell stories
of people that we have harmed, unintentionally harmed, it helps
the caregiver understand their role better and what they could
have done differently in order to avoid that medical error.

Senator BLUMENTHAL. Our last question is from David Shapiro,
and I think it’s broad enough to be addressed to any of our wit-
nesses. David Shapiro, M.D., West Hartford, “How can we truly
achieve ‘collaborative patient safety’ if hospitals are constantly de-
monstrative of their competitive stance? Billboards, ads, et cetera,
say ‘we’re the best,” but it’s less than accurate.”

So that one I will open to any of you. Again, I'm reading the
questions, I'm not asking them, but I think all of these questions
really deserve to be asked, and others, because it is the consumers,
the folks who are here today, who ought to have an opportunity to
be engaged and involved. So, any of you may choose to answer.

Ms. Davis. I'll take a shot at it first since I've had the oppor-
tunity to work through this with the Connecticut Hospital Associa-
tion. What I would say to you is it’s a journey, it’s not an event.
But to get all the hospitals in the State of Connecticut together to
say we're going to put aside our differences and our competitive na-
ture on issues and work together to share information, share data,
is a huge undertaking, and it’s a leap of faith, because we did have
discussions where some hospitals said, well, if I'm sharing my data
on my serious safety events, I don’t want to see Hospital Y putting
a billboard up and saying come to us because Hospital X has this
many serious safety events.

We as providers have to be bigger than that. That’s what I would
suggest to you. We have to understand that we’re not doing this
for a competitive reason. We’re doing it for our patients, and that’s
what gets us up every day to come to work.

Senator BLUMENTHAL. Dr. Ellner.

Dr. ELLNER. I think part of the culture in health care is that
there’s a zero sum competition right now. There’s no incentive for
us to display our outcomes. We get paid for quality, whether it’s
good or bad. So what we have to do is we have to work together
with CMS or the payers to put our outcomes out there and be
transparent, because that’s what we’re going to move toward, a
more transparent outcomes reporting type of system. Unfortu-
nately, this type of competitive or zero sum competition, as Michael
Porter calls it at Harvard Business School, is not going to work five
years from now. It has to be based on value, your outcomes and
the amount that it costs to get those outcomes.
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So part of the collaborative that we have in the state, the Sur-
gical Quality Collaborative, we have 17 hospitals that have come
together, 17 out of the 30, that are willing to share their data in
a collegial framework understanding that this is about our pa-
tients. It’s not about billboards. It’s about improving our patient’s
outcomes.

Senator BLUMENTHAL. Thank you. I think that is a highly appro-
priate comment on which to end this hearing. If any of our wit-
nesses have anything else they would like to add or any closing
comments, I’d be happy to entertain them.

[No response.]

If not, let me just say how truly thankful I am to each of you
for being here today. You have added enormously to the informa-
tion available to us. I can tell you I've been in the United States
Senate for about a year and a half. I haven’t heard a more thought-
ful or insightful panel, and I'm very, very proud that it happened
here in Connecticut.

I'm very proud also that Connecticut is really at the forefront.
We have some leaders here, and I think that the more we can add
to this movement, the better. As Susan Davis said so well, it isn’t
an event. This hearing is not the end. It really is a journey, and
I really want to thank all of you on the panel and others who are
in leadership who have attended today for your really extraor-
dinaﬁy work on this very, very important issue. Thank you very
much.

We will keep the record open for a week so that anyone who
wants to submit anything more can do so, and it will be included
in the record, including, by the way, comments from others who
may wish to submit them for the record.

For now, the hearing is adjourned. Thank you.

[Applause.]

[Whereupon, at 3:21 p.m., the hearing was adjourned.]
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U.S. Senate Special Committee on Aging
Field Hearing on “Next Steps for Patient Safety:
Assuring High Value Health Care Across All Points of Care.”
July 2, 2012

Thank you, Senator Blumenthal, for the opportunity to appear today to discuss the Centers for
Medicare & Medicaid Services” (CMS) efforts to improve patient safety for nursing home residents.
CMS has a number of initiatives underway to improve care across settings, including by ensuring
better care transitions. As director of the Director of Nursing Homes in the Survey and Certification
Group in CMS’ Office of Clinical Standards, I will speak specifically about patient safety in nursing
homes, a single component of CMS’ multiple inifiatives. CMS is committed to ensuring that every
Medicare and Medicaid beneficiary receives seamless, high-quality health care, both within health

care settings such as nursing homes, and among health care settings during care transitions.

As you may know, more than 3 million Americans rely on services provided by nursing homes at
some point during the year and 1.4 million Americans reside in the nation’s 15,800 nursing homes
on any given day. Those individuals, and an even larger number of their family members, friends,
and relatives, must be able to count on nursing homes to provide reliable, high quality, safe care. A
number of divisions within CMS work together to promote nursing home safety and quality
improvement, address reimbursement issues, and enforce Medicare Conditions of Participation.
The combined levers of technical assistance, payment reform, oversight, and enforcement create a

powerful system that promotes safety and quality care in nursing homes.

Background

To ensure that nursing homes meet both Federal and State standards, CMS conducts initial and
ongoing inspections of all facilities participating in the Medicare and Medicaid programs. The
Survey and Certification process plays a critical role in ensuring basic levels of quality and safety
for Medicare and Medicaid beneficiaries by monitoring nursing home compliance with Federal and
State requirements. Within the Survey and Certification Group, the Division of Nursing Homes
focuses on optimizing the health, safety, and quality of life for people living in nursing homes,
through close coordination with other divisions. Approximately 5,000 Federal and State surveyors

conduct on-site surveys of certified nursing homes on average every 12 months to assure basic
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levels of quality and safety for beneficiaries. CMS has undertaken several initiatives over the past
several years to improve the effectiveness of the annual nursing home surveys, as well as to
improve the investigations prompted by complaints from consumers or family members about

nursing homes.

However, no single approach can fully assure better nursing home care. Rather, CMS acts to
combine, coordinate, and mobilize many people and techniques through a partnership approach.
Survey Agencies, Ombudsmen, Quality Improvement Organizations (QlOs), and other partners are
committed to the common endeavor of promoting quality and safety in nursing homes. Although
these entities have different responsibilities, their distinct roles can be coordinated in a number of
ways to achieve better results than can be achieved by any one agency alone. Collectively, CMS’
work to enhance quality and safety in nursing homes is focused in five major areas: 1) enhancing
consumer engagement; 2) strengthening survey processes, standards and enforcement; 3) promoting
quality improvement; 4) creating strategic approaches through partnerships; and 5) advancing
quality through innovation and demonstrations. Through coordinating and aligning these initiatives,

CMS is working to spearhead ongoing improvements in quality and safety in nursing homes.

Prior to becoming the Director of Nursing Homes in the Survey and Certification Group in CMS’
Office of Clinical Standards, [ worked in clinical practice as a geriatric nurse practitioner for more
than 20 years. As a clinician working in the field of geriatrics, I understand the key role of
interdisciplinary partnerships in nursing home care, where safe, reliable care depends on close
collaboration among nurses, certified nursing assistants, social workers, therapists, primary care

providers, specialists, and, most importantly, the residents and families.

I have also seen first-hand the importance of balancing safety with the need for a resident in a
nursing home to have a voice in his or her own care, to be autonomous, to make choices that affect
their daily routines, and other basic rights. CMS encourages facilities to examine their
organization’s values, structures, and practices to transform traditional institutional approaches to
those that are person-centered. The adoption of person-centered care principles can improve both

the resident and the family’s experience of care.
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In the following sections, I would like to highlight some specific, recent activities that CMS has
undertaken to improve quality and safety for nursing home residents in the areas of antipsychotic
medication use, managing fall risk, quality assurance and performance improvement, nursing home

oversight of special focus facilities, and care transitions across long-term care settings.

Addressing Inappropriate Antipsychotic Medication Use

Nursing homes play an important role in providing care for those with dementia; any discussion of
how to best improve the quality of health care for Alzheimer’s disease and dementia patients must
necessarily involve this component of the health care delivery system. According to the
Alzheimer’s Association, 75 percent of people with Alzheimer’s will be admitted to a nursing home
by age 80.' While there is still much we do not understand about the causes, diagnosis, and
treatment of Alzheimer’s disease, there is a compelling and growing body of scientific evidence
suggesting that the use of certain medications, including atypical antipsychotics, to treat the
behavioral symptoms of Alzheimer’s or other dementias may not be appropriate . CMS recognizes
that a crucial component to improving the quality of care for beneficiaries with dementia is

climinating the inappropriate or harmful use of these medications.

In September 2006, CMS implemented substantial improvements to onsite surveys to help address
concerns about antipsychotic medication use. Specifically, CMS revised interpretive guidelines for
unnecessary medications, including clarifying several aspects of medication management and
developing a new medication table that includes medications that are problematic for nursing home
populations. These Survey and Certification guidelines are designed to assist regulators in
determining whether residents receive only medications that are clinically indicated in an
appropriate dose and duration, whether non-pharmacological interventions are considered, and
whether gradual dose reduction is attempted when clinically appropriate. Examples of
noncompliance can include excessive dosing of medication, prolonged use of antipsychotic
medications without attempting dose reduction, or failure to implement behavioral interventions in
an attempt to eliminate or reduce antipsychotic medication. This process is carefully balanced with
the need to protect the ability of physicians to make clinical decisions on the use of atypical

antipsychotic medications in people with dementia, based on the individual patient’s needs.

’Img://www,alzorg/documenls custom/2011_Facts_Figures_Fact_Sheet.pdf
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Since the implementation of this guidance in December 2006, the percent of surveys with citations
for unnecessary medication use has increased significantly. In the seven years prior to
implementation of this change, 12.6 percent to 14.0 percent of facilities were cited for unnecessary
medication use; this has grown to 18.2 percent in 20072 and 19.2 percent using data from the most
recent facility survey {calendar years 2011 through 2012). Accurate detection is the first stage in
identifying potential harm and eliminating it. CMS is working with our State partners, using this
information to target educational programs and technical assistance to providers in States or regions

with high citation rates for unnecessary medication use.

CMS has also worked to ensure that as part of routine onsite reviews, Survey and Certification

personnel have the tools and resources necessary to effectively monitor nursing homes’ compliance
with these policies. For example, offsite preparation in advance of the survey includes a review of
the rate of antipsychotic medication use for that facility. This enables surveyors to identify specific

residents, families and staff (including physicians), to interview during the onsite survey.

Providing appropriate care to beneficiaries with dementia is more complex than simply avoiding the
inappropriate use of medication. CMS also requires providers to use non-pharmacological
interventions to help address behavioral or psychological issues. Possible interventions may include
talking with families or previous caregivers about the person’s previous coping mechanisms and
ways that they used to deal with stress, using consistent staff assignment so that staff is very
familiar with a resident, increasing exercise or time outdoors for the patient, managing acute and

chronic pain, or planning individualized activities for patients.

In data collected from nursing homes between July and September 2010, nearly 2 in 5 (or 39.4
percent) of nursing home residents nationwide, who had cognitive impairment and behavioral

problems but no diagnosis of psychosis or related conditions, received antipsychotic drugs.® In

? Federal Register, Volume 76, No. 196, October 11, 2011, Pg. 63039.
* CMS, MDS Quality Measure/Indicator Report, Psychotropic Drug Use, July/September 2010, Measure 10_1_HI,
http://www.cms.gov/apps/mds/mds_notemp/qm_start.asp?isSubmitted=qm3&group=10&qtr=23
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another study, over 17 percent had daily doses exceeding the recommended levels and over 17

percent had both inappropriate indications and high dosing.*

In order to address this issue, on May 30, 2012, CMS announced the CMS National Partnership to
Improve Dementia Care: Rethink, Reconnect, Restore. This initiative creates a public-private
partnership and a multidimensional approach to dementia care. The multidimensional strategy for
this initiative includes raising public awareness, strengthening regulatory oversight, providing
technical assistance and training, improving public reporting to increase transparency, and
conducting research. Our goal for this national initiative is to reduce the use of antipsychotic drugs

in nursing home residents by 15 percent by the end of the 2012.

CMS and industry and advocacy partners are taking several steps to achieve this goal of improved
care:

» Enhanced training: CMS has developed Hand in Hand, a training series for nursing homes
that emphasizes person-centered care, prevention of abuse, and high-quality care for
residents. CMS is also providing training focused on behavioral health to state and federal
surveyors;

s Increased transparency: CMS is making data on each nursing home’s antipsychotic drug
use available on Nursing Home Compare starting in July of this year, and will update this
data; and

e Alternatives to antipsychotic medication: CMS is emphasizing non-pharmacological
alternatives for nursing home residents, including potential approaches such as consistent
staff assignments, increased exercise or time outdoors, monitoring and managing acute and

chronic pain, and planning individualized activities.

The model for CMS’ muitidimensional approach to improving dementia care and reducing
inappropriate antipsychotic medication use in nursing homes is based on other recent successful
initiatives, such as the overall reduction in physical restraints and pressure ulcers. In those

initiatives, the Office of Survey and Certification, nursing home advocates, the QIOs, and other

thDe— &nudevs -3500& srchOpt= 0&srchData &keywordType=All&chkNewsType=]%2C+2%2C+3%2C+4%2C

+5&intPage=& showAll=&pYear=&year=&desc=&cboOrder=date
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organizations such as the Advancing Excellence in Long Term Care Collaborative worked together
to significantly reduce rates of physical restraints over several years. For example, between 1991
and 2009 the percentage of long-stay nursing home residents that were physically restrained
dropped from 21 percent to 4 percent. Similar results were achieved for pressure ulcer reduction as

well.

Implementing Quality Assurance and Performance Improvement

CMS has undertaken an initiative to broaden quality activities in nursing homes. The provisions added
by section 6102 of the Affordable Care Act (P.L. 111-148 together with P.L. 111-152) provide the
opportunity for CMS to mobilize some of the best practices in nursing home quality and to identify
technical assistance needs, in advance of a new quality assurance and performance improvement (QAP)
regulation implementing these provisions. The amendments under section 6102 provide that CMS shall
establish and implement a QAPI program for facilities that includes development of standards related to
quality assurance and performance improvement and provision of technical assistance on the
development of best practices in order to meet those standards. This new provision significantly expands
the level and scope of currently required activities to ensure that facilities continuously identify and

correct quality deficiencies as well as promote and sustain performance improvement.

With the passing of the Affordable Care Act, CMS embarked on a mission to develop a QAPI program
by December 31, 2011. During the initial phase, CMS and our contractors:

e Reviewed available tools to help manage QAPI processes in nursing homes;

e Established a Technical Expert Panel (TEP) to assist CMS contractors in developing and
applying a QAPI prototype based on existing literature and practice;

» Launched a demonstration project in September 2011 in 17 nursing homes across four states
to test implementation strategies and effectiveness of QAPI tools and resources;

o Engaged stakeholders in a dialogue around dissemination strategies for national roflout. These
active discussions continue on a frequent basis with multiple stakeholders from around the
country; and

¢ Appointed onsite technical assistance liaisons to visit each nursing home in the

demonstration and provide them with individualized technical assistance.
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The national QAPI rollout is currently underway and advancing. QAPI tools, resources, and technical
assistance that are currently being tested in the demonstration will be available to all nursing homes this
summer. Materials will assist nursing homes in improving their current quality programs using best

practices and local leaming collaboratives,

In addition to the national rollout, CMS distributed a 20-minute questionnaire to a representative
sample of 4,200 randomly selected nursing homes in June 2012. We will use the results of this
questionnaire to establish a baseline of QAPI practices in nursing homes, gather information on the
challenges and barriers to implementing effective QAPI programs, and help shape the direction and

content of the QAPI tools and resources provided by CMS to all nursing homes.

Beginning in August 2012, all stakeholders, including nursing home providers, residents, advocates, and
regulators will have access to an online resource library and website that contains information about
this transformative initiative. The online library provides resources and training materials that will
facilitate stakeholders’ understanding and implementation of QAPL. CMS plans to further these
efforts with rulemaking during 2013.

Improving Care Transitions

There are significant safety risks associated with the transition of frail elders from the hospital to the
nursing home. Currently, care transitions are often fragmented, with nursing home providers
lacking the information that they need from hospitals to properly care for residents. This may result
in medication errors or other adverse events, such as delirium and rehospitalization. Similarly,
when residents are transferred from the nursing home to the emergency department (ED) for care,

information that ED clinicians need from the nursing home is often lacking.

One in four residents admitted to a skilled nursing facility (SNF) is readmitted to the hospital within
30 days at a cost to Medicare of $4.3 billion per year.” Many factors contribute to rehospitalization,
including resident factors, absent or limited communication with families, unclear goals of care or
lack of advance care planning, lack of available providers in the SNF to see a sick resident,

misaligned financial incentives and other factors. One study suggests that up to 45 percent of

* Mor V, Intrator O, Feng Z, Grabowski DC. The revolving door of rehospitalization from skilled nursing
facilities. Health Affairs. 2010;29:57-64. http://www.ncbi.nlm.nih. gov/pmc/articles/PMC2826971/?report=abstract
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readmissions of nursing home residents to the hospital may be inappropriate.6 Prograras to enhance
nursing assessment and early identification of change in condition and to improve communication
between settings are part of technical assistance provided by the QIOs to individual nursing

facilities under the current QIO scope of work.

The Survey and Certification Group is currently revising guidance related to regulatory
requirements for admission, discharge, and transfer of residents to better focus on nursing homes’
accountability for ensuring safe and effective care transitions to and from the acute care setting.
CMS is working to develop new quality measures that will track 30-day hospital readmissions

among newly admitted nursing home residents.

We are also working closely with the Department of Health and Human Services (HHS) Office of
Inspector General (OIG) as it begins two studies examining aspects of nursing home resident safety.
First, the OIG has recently begun analyses examining the rate, preventability, and associated costs
to the Medicare program of hospitalizations among nursing home residents. The OIG is also, ina
separate study, examining the rate of adverse events among nursing home residents. The Division
of Nursing Homes is working closely with the OIG on both of these studies to ensure that the data

can inform our multiple initiatives to improve nursing home resident safety.

Managing the Risk for Falls

Each year, one out of three adults over the age of 65 falls.™® Rates of falls in nursing home
residents are much higher. Falls by nursing home residents may lead to hip fractures and other
serious injuries, and may cause severe disability among survivors. Injuries from falls may also lead
to fear of falling, increased sedentary behavior, impaired function, and lower quality of life for
seniors, particularly those living in nursing homes. Falls are the leading cause of death due to
unintentional injury among older adults, but many of these deaths and injuries could be prevented if

multiple risk factors were addressed, including the misuse of certain medications.

® Saliba D, Kingston R, Buchanan J, et al. Appropriateness of the decision to transfer nursing facility residents to the
hospital. J Am Geriatr Soc. 2000;48:154-163.

? Hombrook MC, Stevens VI, Wingfield DJ, et al. Preventing falls among community-dwelling older persons: Results
from a randomized trial. Gerontologist. 1994 Feb;34(1):16-23.

® Hausdorff IM, Rios DA, Edetberg HK. Gait variability and fall risk in community-living older adults: A one-year
prospective study. Arch Phys Med Rehabil. 2001 Aug;82(8):1030-6.
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Provider education about safe prescribing practices, including for opicid and narcotic prescriptions,
may help reduce adverse reactions or falls by minimizing or eliminating the dizziness and confusion
that opioids may cause, which could increase the risk of falls. In 2011, the Administration outlined
an action plan to improve prescription drug safety, titled “Epidemic: Responding to America’s

"% The plan calls for education of patients, providers, and

Prescription Drug Abuse Crisis.
community members concerning proper prescribing and risks associated with these medicines. It
also calls for providers to utilize State prescription drug monitoring programs to manage

medications and identify patients who may be at risk for addiction and misuse.

CMS is posting a new quality measure on Nursing Home Compare this summer that will report the
percentage of falls with serious injury in nursing home residents by facility. These data will enable
professional associations, culture change coalitions, QIOs and other organizations to target technical

assistance and fall risk reduction programs to nursing homes with the highest fall rates.

Nursing Home Oversight Activities to Promote Safety and Quality: the Special Focus Facility
Program

Between 2005 and 2010, CMS certified an average of 16,050 nursing homes each year for
participation in the Medicare and/or Medicaid programs. While many nursing homes meet
minimum nursing home requirements either upon the survey or within a short period thereafter,
some nursing homes pass one survey, only to fail the next survey for issues identified previously

and give rise to repeated cycles of serious deficiencies.

[n recognition of this phenomenon, CMS created the Special Focus Facilities (SFF) program in
1998 as one of the initiatives of the Nursing Home Oversight and Improvement Program. The
purpose of the SFF program was to decrease the number of persistently poor performing nursing
homes by directing more attention to nursing homes with a record of poor survey performance. In
January 1999, CMS instructed State Survey Agencies to conduct two standard surveys per year for
each SFF instead of the one required by law. CMS also requested that State Survey Agencies
submit a monthly status report listing surveys, revisit surveys, or complaint investigations of SFFs

they conducted in that month,

9

hitp//www, whitehouse.gov/sites/default/{iles/ondep/issues-content/prescription-drugs/rx_abuse_plan_0.pdf
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In collaboration with the States, CMS identified areas where the SFF program could be improved.
Since December 2004, CMS has been working to continually improve the SFF program and
increase its effectiveness by:

o Increasing the Number of Nursing Homes in the SFF program: We increased the total
number of facilities by about 30 percent, with larger States having more SFFs than smaller
States (instead of focusing on two nursing homes in every State);

» Enabling Better Selection: Improving the data and methods by which poor performing
nursing homes are identified, thereby enabling States to move on to other nursing homes on
the candidate list if the original nursing homes show significant improvement;

»  Strengthening Enforcement: Implementing more robust enforcement for nursing homes
that fail to make progress;

®  Reducing Reporting Burden: Removing the monthly reporting requirement for States;
current requirements for surveying each SFF twice a year remain unchanged; and

*  Building in Timeframes for Action: Requiring that nursing homes have three standard
surveys to make improvements and either graduate from the program, make significant

improvement, or face termination from the Medicare program.

In fiscal year (FY) 2008, CMS made further improvements to the SFF initiative by requiring that
States notify nursing homes that they are designated as a SFF and requiring that States notify other
accountable parties of this designation, such as owners, governing parties, and other additional

parties such as the State Ombudsman, the State Medicaid Agency, and a State’s QIO.

The second improvement was posting the names of all SFF nursing homes on CMS’ Nursing Home
Compare website.'® SFF’s names are organized so consumers and families can distinguish between
nursing homes that have significantly improved and those that have not, have graduated, or have
terminated participation in the Medicare program, as well as SFF nutsing homes that have recently
been added to the SFF initiative. The third improvement was the inclusion of a SFF icon for those

nursing homes on Nursing Home Compare website that are part of the SFF initiative.

" hitp://www.medicare. gov/NHCompare/
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In FY 2011, CMS made further improvements to the SFF initiative by initiating quarterly calls to
the CMS Regional Offices to discuss the status of any nursing home that continues on the SFF
program for a time exceeding 24 months. CMS staff focus on enforcement remedies, quality
assurance programs such as the Advancing Excellence in Long Term Care Collaborative’s program
conferences with ownership and management of the facility, potential assistance from the State
Survey Agency and Regional Office, and enforcement recommendations such as termination from
Medicare. Approximately 50 percent of the nursing homes in the SFF program significantly
improve their quality of care within 24 to 30 months after being selected for the SFF initiative,
while about 16 percent tend to be terminated from Medicare and Medicaid. CMS closely oversees
the remaining proportion’s status through the quarterly calls mentioned above. Overall, enhanced

oversight of these low performing facilities has led to safer care for many nursing home residents.

Next Steps

CMS is continuing our efforts to be a driving force in health care change and a partner for our
stakeholder communities in improving health care for all Americans. As a former geriatric nurse
practitioner, I personally take this commitment to serve and improve our health system very
seriously. In order to meet this commitment, CMS is focused on the activities highlighted above, as

well as looking ahead to future care improvements.

CMS is working to improve quality and safety for nursing home residents in the areas of
inappropriate antipsychotic medication use, managing fall risk, quality assurance and performance
improvement, nursing home oversight of special focus facilities, and care transitions across long-
term care settings. CMS plans to expand these activities by increasing the goals within the CMS
National Partnership to Improve Dementia Care and Reduce Antipsychotic Drug Use in 2013 and
by spreading QAP! to all nursing homes nationwide through a national rollout. We are also
working to transform the nursing home survey process with continued movement towards a more
effective, computer-assisted, data-driven process (such as the Quality Indicator Survey (QIS)

model) for 100 percent of our nursing home surveys in the years to come.

Additionally, we are collaborating across CMS as well as HHS in order to provide the perspective
on how certain programs can better meet the needs of residents in nursing homes, For example, we
are working with the Center for Medicare and Medicaid Innovation and the Federal Coordinated

H
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Health Care Office (Medicare-Medicaid Coordination Office) on the Initiative to Reduce Avoidable
Hospitalizations Among Nursing Facility Residents. This initiative supports the Partnership for
Patients' goal of reducing hospital readmission rates by 20 percent by the end of 2013. CMS is also
contributing the development of the next stages of meaningful use criteria for long-term and post-
acute care providers in the Electronic Health Record Incentive Program. Finally, we continue to
lead the work on behalf of the HHS Action Plan for Healthcare Acquired Infections (HAls) and
collaborating with the Centers for Disease Control and Prevention on tracking State initiatives to
reduce HAIs. These collaborations and future goals show CMS’s commitment to continual

improvements in quality and safety in nursing homes.

Conclusion
[ appreciate the Committee’s ongoing interest in improving the quality of care for all of our nation’s
citizens. Thank you for the opportunity to discuss the work CMS has been doing to improve patient

safety and care in the nursing home setting.

12
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Senator Blumenthal, thank you for the opportunity to provide testimony today about
patient safety and for bringing attention to this serious public health issue. [ am Jean
Rexford and I am the Executive Director of the Connecticut Center for Patient Safety,
a non-profit consumer advocacy organization.

According to the Inspector General November 2010 study, preventable adverse events
contributed to the deaths of as many as 950 Medicare beneficiaries last year in
Connecticut alone. These 950 deaths occurred in Connecticut hospitals -- this statistic
does not include preventable deaths in our nursing homes or private homes, nor does
it include the non-Medicare population. Another 22,000 patients acquired infections
while they were treated in health care facilities and almost all of these were
preventable.

Three separate recent reports in 2010 and 201 1found that at least | in 4 patients are
harmed while hospitalized. And the financial costs are staggering. Nationally, hospital
acquired infections cost our economy as much as $45 billion dollars, while patient
falls in hospitals and nursing homes in 2005 alone added another $34 billion in costs.

Behind each statistic there is a name, a family, a story of sorrow; for some it’s medical
bankruptey, for others, it is unemployment. But for all patients harmed by the
healthcare system, there is physical and emotional pain, a profound broken trust, and
disbelief that while being treated they had been harmed by preventable medical errors.
The CT Center for Patient Safety was formed in 2005 to be the voice of consumer
patients. We are determined not to be forgotten collateral damage in a terribly broken
healthcare system. Today we are joined by other advocacy groups in a national patient
safety movement. Loosely organized through Consumers Union Safe Patient Project,
we work together to promote patient safety, improve quality, and protect patient
rights. In CT we are working with another patient focused advocacy group — Code
Jump Start. We are trying to shine a spotlight on the need to put the patient first and
foremost in this vast medical industrial complex and the regulatory agencies that have
in the past not always had patients’ interests in mind.

We began our work with hospital infections. When I learned in 2005 that there were
just two infections reported across 31 hospitals in Connecticut, I knew that it was a
good issue to tackle. We were told by hospitals executives with whom we spoke that
most infections were “expected”, which revealed to me a fundamental gap between
consumer and medical facility perspectives. I can assure you that no healthcare

i
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consumer “expects” to visit a licensed medical facility and acquire a deadly infection
as a result of receiving care. It was not difficult to amass stories of patients and
families and what had happened to them when they had acquired an infection. Keith
lost his job, Mary’s infected hip replacement put her in a wheel chair for the rest of
her life. We brought these stories to our legislature — and legislators added their own
stories. Twenty-six states now have legislation requiring public reporting of hospital
acquired infections and the Federal government paid attention. There is an impressive
nationwide effort to begin to address infections and needless suffering and costs. But
think of the individuals who have died and their families loss because medical
facilities were slow to react without legislative intervention.

We have learned over the years that legislation has limitations — the healthcare
consumers will never get all that we want or all that we deserve. There is absolutely
no road map for the consumer patient safety movement and only meager funding for
advocates. When funding is awarded for patient safety improvements in the clinical
setting, there is seldom a requirement for consumer representation on medical facility
commissions, panels, and workgroups studying patient safety innovation and quality
improvement. Most funded endeavors exclude patient voices altogether.

While we have worked hard to collaborate with hospitals to get a seat at the table to
solve the patient safety epidemic, we concurrently faced obstruction by the industry’s
powerful and well-funded lobbyists serving profit motives first. We realized we had to
think more creatively and decided that nurses make an enormous difference in the
quality of care and keeping patents safe. We started an outreach program to nursing
schools. Collaborating directly with providers, instead of institutions, seemed a far
more positive way to work. Our nursing education program has been successful and
continues to grow.

Some doors have now opened and we regularly participate in state and national
efforts; however there is much work to be done to bring awareness to an issue that for
too long has been accepted by the medical community, overlooked by regulators,
unknown to the vast majority of the general public and unsuspecting patients, and out
of the realm of consumer protection. Without transparency and accountability,
patients will continue to be harmed by medical facilities that tolerate errors at a rate
unheard of in other safety sensitive industries.

We are eager to work with medical facilities and the healthcare system, and have just
recently begun collaborating with innovators that welcome our participation.
Testimony provided later in this Hearing will provide an example of the islands of
excellence that have begun to take shape and make progress. But why aren’t these
islands the norm, instead of the exception?

2
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Several years ago, the Federal Government launched the Partnership for Patients.
This was an important initiative for healthcare providers but it took two years before
patients and patient advocates were even invited to Washington to participate. But
then we were told, not to come. There was no money — no money for the patients.

We were sadly an afterthought. Patients and patient safety must be a reflex. Only
when we become an equal partner will we begin to see safe patient-centered care.

We thank you Senator Blumenthal for your never-ending commitment to ensure that
patients’ and consumers’ voices are heard.

Contact Information:

Jean Rexford, Executive Director

26 West Woodland Drive, Redding CT 06896
203-247-5757 / jeanrexford@aol.com / www.cteps.org

Three recent studies

In 2010 and 2011, three much-anticipated new studies on medical harm appeared within six
months of each other All three studies used a system called the Global Trigger Tool, developed by the
institute for Healthcare Improvement to mine medical records for signs (“triggers”) of potential adverse
medical events. All found exponentially greater levels of harm than had been reported by the IOM.

* The inspector General reported that more than 1 in 4 hospitalized Medicare beneficiaries suffered
adverse medical events resuiting in some degree of medical harm, and that an estimated 180,000
Medicare beneficiaries a year died from their medical care.

s The Heaith Affairs study found that one third of admitted patients in three large teaching hospitals
suffered medical harm, with many experiencing multiple events. Most of these incidents were
flying under the radar, the researchers found. The team from the University of Litah, the Institute
for Healthcare Improvement, Missouri Baptist Medical Center, Bigham and Women’s Hospital,
and Intermountain Healthcare wrote:

« Inthe New England Journal of Medicine study, 18.1% of patients in ten North Carolina hospitals
were found 1o have experienced one or more adverse medical events. The authors also found
that there was no significant change in the rate of harm over the six years of the study from 2002
to
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Senator Biumenthal, members of the Senate Special Committee on Aging, my name is
Dr. David Blumenthal. | am currently the Chief Health Information and innovation Officer at
Partners Health System in the neighboring state of Massachusetts, and also Samuel O. Thier
Professor of Medicine and Professor of Health Policy at Harvard Medical School. it is a pleasure
to appear before you today to discuss how we can use current and potential new health care
authorities and policies to improve the functioning of our health care system. My remarks will
focus today on initiatives related to health information technology (HIT), but I would be happy

after my formal statement to address a broader array of health policy opportunities.

An important point to understand about electronic health information systems is that
though they sound and are very technical in certain respects, in other respects they are quite
simple. The uses and value of these systems are very easy to understand. Quite simply, HITis a
powerful way to change in positive ways the behavior of all the critical participants in health
care - doctors, nurses, hospitals, patients and their families. The power of HIT derives from the
power of information, and the ability of electronic systems to put just the right information in
front of patients and their caretakers at just the time it can have the most influence and
benefits. That information can consist of a wide range of things: basic data about patients’
laboratory or other test results and medicines and allergies. Or it can consist of the latest
scientific findings from the vast medical literature. Whatever the information, it is the
combination of content, timing and availability that make HIT such a potent positive force for

change.
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Let me give you an example from my own personal experience as a primary care doctor.
At Massachusetts General Hospital, all physicians use a decision support tool called Radiology
Order Entry, or ROE. When a physician orders a high cost image, like a CAT Scan or MRI, she
enters the patient’s information in the computer, which automatically compares that
information and the order to the American College of Radiology’s recommendations for the use
of these tests. The computer also searches the patient’s record to see if a similar test has been
ordered recently. | and many of my colleagues have cancelled or changed many tests as a
result of this feedback. The result is improved quality of care, lower cost and less patient
radiation exposure — all by providing the doctor with better information. This kind of
information system, applied to millions of decisions in many realms of practice, could bend the

cost curve down and the quality curve up just by making doctors better at their jobs.

As a result of recent legislation, especially the 2009 Health Information Technology for
Economic and Clinical Health {HITECH) Act, the United States is now embarked on a radical
transformation of its health information systems. Every day, doctors, hospitals, nurses and
other providers are adopting and using HIT in accordance with federal regulations that reward
them financially through extra Medicare and Medicaid payments for becoming meaningful
users of certified electronic health records. To date, over 250,000 providers have registered to
become meaningful users, and the federal government has provided over $5 billion in incentive
payments to nearly 100,000 doctors and hospitals who have attested to meaningfully using

electronic records. Rates of adoption of EHRs have doubled in just the last three years.
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These accomplishments are dramatic and encouraging, but more could be done. We
could build on the HITECH Act and other current health IT authorities in two specific ways: by
extending their provisions to cover additional types of providers; and by promoting more
sophisticated and powerful uses of HIT once it is adopted. | will say a word about both of these

opportunities.

The HITECH Act provides financial incentives to acute care providers — doctors and
hospitals and some clinics ~ but it leaves out professionals and facilities that provide long term
care and home care. These are vital parts of the continuum of health care services, and they
are particularly important to the care of the 5 percent of Americans who account for 50 percent
of health care spending. I we want to improve quality and reduce cost for this very important
and very vulnerable segment of our population, then we must provide their caretakers with
sophisticated health information systems that can help them coordinate their patients’ care. As
an example, the Medicare program is now devoting considerable effort to reducing
readmissions of patients within 30 days of discharge from the hospital. Many such patients go
to long term care facilities or receive home care services. Keeping the providers of such care in
touch with the hospital the patients just left could help prevent exacerbations of illness and
readmissions. The HITECH Act should be expanded to include providers of long term care,

rehabilitation services, home care and behavioral health care.

In addition to adding new types of providers to the HITECH Act, the federal government
could increase the impact of electronic health systems by encouraging their more potent use.

Two of the most powerful ways to use health information technology is through health
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information exchange and the use of clinical decision support. Health information exchange
(HIE) consists of sharing information electronically between one provider and another either to
care for a patient or to enable the search of multiple records for the purposes of research or
quality improvement. Ultimately, the American public could benefit enormously from the
creation of a nation-wide infrastructure for health information exchange that could be tapped
to mobilize information for the use of caretakers and patients, or to answer questions about
such things as drug side effects, patterns of disease spread, environmental health effects and

many other queries.

The value of clinical decision support {CDS} is illustrated by the story | told earlier in my
testimony. CDS can make doctors and nurses smarter by making sure they take full advantage
of the information available in the patient’s record, but also in the medical literature. CDS can
remind doctors to order indicated preventive care — like mammograms and flu shots -- and

patients to request it.

The question is how to encourage the spread and use of HIE and CDS. The best
mechanism for doing so is through the definition of the meaningful use of an electronic health
record. This definition determines whether clinicians and hospitals get incentive payments or,
if they fail to become meaningful users by 2015, whether they will face reduced payments

under Medicaid and Medicare, as specified under the HITECH Act.

The responsibie federal agencies — the Office of the National Coordinator for Health
Information Technology and the Center for Medicare and Medicaid Services — have signaled

their intention to increase the requirements for HIE and CDS under meaningful use. However, |
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am concerned that as these requirements become more demanding, provider groups may ask
the Congress to excuse them from those requirements or delay the financial penalties that
begin under current law in 2015. It is essential for the Congress to support the Department of

Health and Human Services as it tries to get the most out of electronic health records.

One last area deserves the attention of the Congress and the Executive Branch with
respect to electronic health records. This is the development of policies to assure the privacy
and security of personal health information in the electronic age. The public must have trust in
electronic health records and health information technology generally if we are to take full
advantage of these technical breakthroughs. But the current legal framework protecting the
privacy and security of electronic health information — the controversial HIPAA framework —is
not sufficient. 1t was created before the electronic age, and does not encompass many users of
electronic health information. HIPAA did not anticipate all the threats to privacy and security
that have arise as a result of using the Internet to transfer health information, or the problems
of cybersecurity that now plague the electronic world. The laws and regulations that underlie
consumers protections in the electronic health information sphere need careful review and

reconsideration to assure the trust of the American public.

This concludes my formal remarks. |look forward to any questions you may have.
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Good Afternoon, my name is Susan Davis and | am honored to participate in today’s Senate Special
Committee on Aging hearing on exploring next steps to assure the provision of high quality, high value
health care across all points of care in our nation’s healthcare system.

1 am President and CEO of St. Vincent's Medical Center, a 473-bed community teaching and referral
hospital that is a member of Ascension Health and of St. Vincent Health Services which includes a 76-
bed inpatient psychiatric facility, behavioral health services, special needs services and St. Vincent
College. |also serve as Ascension Health’s Market Leader, providing strategic and operational
leadership, for the New York, Connecticut and Guif Coast-Florida markets and am Chair of the Ascension
Health Information Management Governance Council, which oversees planning and capital investment
for health IT across the system and data governance.

Ascension Health is the nation’s largest Catholic and largest not-for-profit health system. We have over
1400 healthcare settings that span the full continuum of care, including: critical access hospitals, rural,
urban, small and large hospitals; integrated local systems and stand-alone hospitals; and ambulatory
care settings, among others.

The enactment of the Health information Technology for Economic and Clinical Health (HITECH) Act in
2009 and Patient Protection and Affordable Care Act in 2010 provided an incredible amount of
momentum for transformation in the health care delivery system in a very short period of time.

1 applaud you for holding today’s hearing to assess where we are and what else may need to be done to
achieve the vision of a healthcare system where widespread use of interoperable electronic health
records (EHRs) supports better clinical care, improved coordination of care, fully informed and engaged
consumers, and improved public health.

Ascension Health's Strategic Direction calls us to have a more primary relationship with those we serve
by moving to a person-centered approach that fosters the potential to have more continucus, dynamic
relationships with those we serve throughout a lifetime. For Ascension Health, this will mean a radical
departure from a focus on providers delivering episodic medical services to patients to a focus on
developing trust-based relationships with people that transcend an individual healthcare encounter and
promote spiritually-centered, holistic approaches to supporting their broader health and well-being
needs. A person-centered approach will involve a shift in the locus of control from providers to people,
their families and other trusted resources. It will also require a transition in Ascension Health's sites of
care, from primarily hospitals and clinics today to more care and support occurring in the community, in
the home and through virtual means.

Embracing a person-centered approach creates significant opportunities to create value for those we
serve, and for the purchasers of healthcare. To create this value, we will need to focus on clinical
utilization, optimizing the location of care across the continuum and the type of caregiver delivering the
care, and focus more broadly on care coordination and chronic disease management. We will also need
new relationships with purchasers of healthcare (e.g., commercial payers, governmental payers, self-



61

insured employers) that equitably reward us for the value we create. Models that allow providers to
participate in the value created include pay-for-performance, bundiling, shared shavings programs and
capitation.

To date, Ascension Health has invested close to a billion dollars in our EHR journey and committed more
than $170 million in additional capital investment — not including operating expenses — to support our
hospitals in reaching Meaningful Use Stage 1. As of May 2012, 13 Ascension Health hospitals have
achieved Stage 1 Meaningful Use, three of which were early adopters that reached the Stage 1
milestone in 2011, We expect that by the close of federal fiscal year (FFY) 2012 28 of our hospitals will
achieve Stage 1 Meaningful Use and Ascension Health will earn a total of approximately $120 mittion in
incentive payments. Additionally, Ascension Health has fifteen hundred ninety eight (1,598} employed
eligible professionals who are working to achieve Stage 1 Meaningful Use by the end of calendar year
{“CY”) 2012 for an estimated $68 million doHars in incentive payments.

St. Vincent's successfully attested to Stage 1 Meaningful Use for the hospital in April 2012, The total
incentive opportunity over four years for the hospital {Medicare and Medicaid combined) is $10.1
million {$8.3 million Medicare, $1.8 million Medicaid).

Ascension Health was a founding partner of the CMS Partnership for Patients program faunched in April,
2011 and is one of 26 awardeas — and one of only a handful of health systems ~ that was awarded a
CMS Hospital Engagement Network contract. As you know, the Partnership for Patients is a nationwide
public-private partnership that offers support to physicians, nurses and other clinicians to make patient
care safer. Under the Hospital Engagement Network contract, we are providing intensive training
programs to teach and support other hospitals to make patient care safer.

Two of our local health systems were designated Pioneer ACOs in Texas and Michigan last December.

| mention these accomplishments to say that we are fully engaged in the journey to a transformed high
quality, high value health care system.

Ascension Health is a member of the Bipartisan Policy Center (BPC) that issued a report earlier this year
on the role of information technology in transforming health care. The BPC is a nonprofit organization
founded by former Senate Majority Leaders Howard Baker, Tom Daschle, Bob Dole and George Mitchell
in 2007 and is the only policy-oriented think tank that promotes bipartisanship on key issues challenging
our country.

The BPC report highlighted a number of issues that must be addressed if we are to be successful in
building an electronic infrastructure to support high quality, high value health care across all points of
care in our nation’s healthcare system, They include aligning incentives with higher quality, more cost-
effective care; accelerating the electronic exchange of information across the many settings where care
and services are delivered; expanding engagement of consumers using electronic tools; expanding
education and implementation assistance; further clarifying policies related to privacy and security; and
aligning requirements across federal health care programs.

New delivery system and payment reforms that promote high guality, high value care require
coordination of care among the many providers that deliver care to a patient and bringing important
health care information about the patient to the point of care, to support clinical decision-making.
Because of the fragmented nature of the U.S. health care system, the information that is needed to
support care coordination and better health care decisions resides in muitiple settings where care and
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services are delivered, including the offices of primary care physicians and specialists, hospitals,
laboratories, pharmacies, radiology centers, nursing homes and long-term care settings, health plans,
and even with the patient,

While there has been significant progress with the adoption of electronic health records—largely due to
HITECH—to date, very little progress has been made with the interoperability of health IT systems and
the exchange of critical health information—such as medications, laboratory test results, and radiology
test results—about a patient, to support better clinical decision-making and coordination among the
care team. | would like to highlight two issues that must be addressed to promote the exchange of
information to support coordinated, accountable, patient-centered care: accelerating the
interoperability of EHR systems and improving the accuracy of patient matching.

HHS has made considerable progress in advancing standards for interoperability but more action is
needed. Standards and certification requirements associated with CMS’ Medicare and Medicaid
Electronic Health Record {EHR) programs should be expanded in Stage 2, to require additional data
transport and data content standards to support interoperability of EHR systems and exchange of
information across settings in which care and services are delivered.

Clinical IT vendors have proprietary standards which prevent easy data exchange between systems -
and, frankly those proprietary practices can serve as a barrier. U.S. banks figured this out a long time
ago. Without standards, investments made in HIT are minimally optimized increasing the overall cost of
health care delivery.

In addition, other changes are needed to enable healthcare providers to be sure that the information
they receive about a particular patient is accurate. The Bipartisan Policy Center illustrated the problem
in their recent report, “Challenges and Strategies for Accurately Matching Patients to their Health
Data.” “In Harris County, Texas there are 2,400 people named Maria Garcia. Two hundred thirty-one
of them have the same birth date. In that county alone, there are almost 70,000 pairs of patients who
share both names and birth dates.” This is not a problem that is unique to Harris County, Texas, or to
Texas. National estimates on error rates as a result of patient misidentification vary from 8 percent up
to 20 percent. Obviously, if a health care provider receives information on the wrong patient, medical
errors will occur.  Additional standards and policies are needed to support improvements in the
accuracy of methods used to match patients to their health records.

While patient matching is not a new issue, passage of the HITECH Act and the resulting acceleration of
the electronic capturing and the desired sharing of information to improve patient safety, eliminate
redundancy of medical testing, and better coordinate care across settings has put this issue back on the
national agenda with renewed urgency. In 1996, when Congress passed the Health insurance Portability
and Accountability Act of 1996, Congress authorized work on the development of a unique patient
identifier. But concerns about private and security eventually led to legislation in 1999 that prohibited
the Administration from developing a unique patient identifier.

Hospitals and other health care providers “work around” not having a national strategy on patient
matching through a variety of less than desirable methodologies. One strategy relies on establishing
algorithms that identify patients using multiple patient attributes. But this strategy is often
compromised by data fields that are outdated (such as a change of address} or inaccurate. And this
strategy is costly. At Ascension Health, our larger health care systems have at least 2 dedicated Full
Time Equivalents {FTEs) to help manage this process. A survey conducted by the College of Healthcare
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Information Executives (CHIME) found that between 0.5 to 20 FTEs are needed to facilitate patient
matching, dependent on an organization’s size. There must be a national strategy to improve rates of
accuracy matching patients to their health information while ensuring the privacy and protection of
personal health information. As the Senate sponsor of S. 1535, the Personal Data Protection and Breach
Accountability Act of 2011, you especially aware of the need to ensure patients and providers that
personal health care information is kept secure and confidential.

1 would like to close with a final thought on alignment of federal quality measures.

CMS offers three ways for providers to begin moving to providing accountable care under its newly
created Accountable Care Organization {ACO) program: the Medicare Share Savings Program, the
Pioneer ACO program, and an Advanced Payment Initiative. Al three versions of these ACO programs
report on identical quality measures, and the requirements on how the measures are collected and
submitted are also identical. The Final Report on “Accountable Care Organization 2012 Program
Analysis on Quality Performance Standards” submitted to CMS last December noted that the “ACO
quality measures align with those used in other CMS quality programs” including the Electronic Health
Record Incentive Program and that CMS “listened to industry concerns about focusing more on
outcomes.” We applaud this growing awareness at CMS and of other policymakers on the importance
of focusing on patient outcomes and aligning quality reporting measures with other federal program
quality measures. The burden on providers related to mandated reporting on multiple, unaligned
quality measures across several federal programs (further complicated by value and performance
programs sponsored by commercial insurers) should not be underestimated.

The broader U.S. healthcare system needs to align both its payment and technological processes to
assure high quality and high value across all points of care. Health IT and provider adoption of EHR
technologies must become an integrated component of health system transformation that is grounded
in policy which facilitates provider access to secure patient health information.

| welcome the opportunity to serve as a continuing resource to you in this important work. Thank you
for inviting me to testify this afternoon.
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Thank you, and good afternoon. Senator Blumenthal, thank you for the opportunity
to contribute to your research on this most important subject. | am Jamesina
Henderson, CEO of the Cornell Scott-Hill Health Corporation, Connecticut’s first

Federally Qualified Health Center and one of its largest.

We were established in 1968 as a primary care institution and through our 44 years
of growth, expansion and development of services in medical, dental and behavioral
healthcare, we have become the nation’s best example of integrated care. We are not
alone in arriving at this conclusion. Linda Rosenberg, CEO of the National Council,
who visited with us recently and is responsible for leading an association comprised
of over 1,900 behavioral healthcare organizations nationwide, stated that in all of
her experience we are the best example of integrated care that she has ever seen. |
believe our perspective on care integration is critical to your effort on patient safety

and I'd like to explain why.

Throughout our history of providing care to the 33,000 people who consider us
their medical home each year, we have focused on delivering a quality experience
from scheduling to the reception desk to the treatment room. One of the challenges
we have faced is ensuring the appropriate sharing of information between our
medical, dental and behavioral health providers. Many of our patient population
receive services from all three disciplines. And as many of you know, there are many

connections between mental health and physical health.

t
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In one of our most recent efforts to tackle this problem head-on, which is what we
like to do at Cornell Scott-Hill Health Corporation, we challenged the marketplace to
provide what we know is the right contributory solution to improved patient care
and patient safety - a completely integrated electronic health record structurally

built on a foundation of information sharing across all three care disciplines.

We demanded a solution that mirrored our practice of integrated care. And only one
solution provider heard our call. [ am proud to say to this committee that the Cornell
Scott-Hill Health Corporation, in partnership with General Electric, is leading the
transformation of electronic health records. Our system, which is now in place at
several of our 16 care sites, is likely the first in the nation to provide full integration

and sharing of information across all care disciplines.

We know from experience that communication and sharing of information is critical
to patient safety, continuity of care, and to an enhanced patient experience.
Technology aside, there are other ways we know this to be true. And like the
technology solution we are implementing, there are other collaborative and
partnership solutions underway in our healthcare environment equally deserving of

mention.

Today we have no less than three programs in place, funded through foundations
and others, to provide patient navigation services to patients with specific
conditions. Just last month we were awarded a grant from the Komen Foundation to

provide patient navigation services to women with breast cancer.

What these foundations know and are willing to put their funding behind is the true
value of communication, information sharing and care management. They know that
if patients diagnosed with specific conditions are assisted along the path of the

healthcare continuum, they stand a better chance of improved health outcomes.
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Technology cannot do this alone - it is an important, even critical component, but
the human component is needed. Patients need to know they have an advocate

fighting for them, working with them to ensure their needs are going to be met.

This gains increasing importance as the population in general, and our patient
population specifically, ages. More complex medical conditions and treatment

regimens, including medication adherence, demand greater attention.

Patient navigation is a clear success story. With it, we stand a better chance of our
patients receiving the right care at the right time in the right place. Patient
navigation can help us reduce non-emergent visits to emergency departments which

of course everyone knows will reduce costs throughout the healthcare system.

What makes this a difficult solution to implement is the simple fact that patient
navigation services are not a reimbursable expense from our current payer mix.
Another challenging aspect to providing this service is the lack of training and
workforce development opportunities to help us transform the existing workforce
into 21t century care-givers capable of coordinating care across multiple specialties
and institutions while simultaneously delivering on our promise of an exceptional

experience.

I'd like to make one additional point before concluding with a recommendation. All
of us in the healthcare field understand the growing complexities in delivering
quality care, With the confirmation of the Affordable Care Act, we know the future of
healthcare is going to be different tomorrow than it is today. One area we know will
not be different is the expectation of our patient - high quality and safe care from

their provider.

We believe the vast majority of our patients have elected to make us their medical

home precisely for that reason. A medical home is more than a label. It is an

3
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affirmation of expectation and of value. And underpinning that expectation and
acceptance of a medical home is - trust. The simple and powerful truth is that our
patients place their trust in us, all of us in the healthcare field, to do what is best for
them. A successful hand-off or transfer of a patient, and their clinical information,
builds trust. And when coupled with the overt acceptance of responsibility for an
individual’s care, then and only then have we all succeeded in transforming

healthcare.

My recommendation to you, Senator Blumenthal, and to your colleagues on this
committee and in the Senate, is to draft legislation that supports our efforts to
provide seamless, accountable and beneficial patient navigation across the
healthcare spectrum. With it, we can improve patient safety, achieve better

outcomes and reduce costly interventions.

Once again, thank you for the opportunity to share my thoughts on this most

important issue.

H#H##
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A Surgeon’s Perspective on Value Based Health Care Delivery

Value

As a general and trauma surgeon employed at Saint Francis Hospital and Medical
Center in Hartford, Connecticut, I am honored to share with the Committee our
journey to improve the value of health care delivered to our patients.

Value is equal to health outcomes per health dollars spent (or costs).

This value proposition succinctly redefines the next steps toward health care
reform and, importantly, it can be achieved through the full continuum of care as
identified by the Triple Aim - that is, simultaneously improving the experience of
care for patients and their families, improving the health of populations, and
reducing per capita costs of healthcare.

Qutcomes

My vision as a health care provider is about improving outcomes. It's a well-known
management axiom that if something is not measured then it cannot be improved.
At Saint Francis, over the last 5 years my team has collected and reported on 30-day
surgical complications through a risk-adjusted, transparent database. Knowing our
outcomes has allowed us to realize both “how good we are...and how much better
we can be”

Over this time period, using our data, we have implemented specific patient safety
initiatives to improve our patient outcomes.

Examples include:
1)Nurse-driven protocols for early removal of catheters to prevent urinary tract
infections (Result: 62% reduction in urinary infection rates)

2)Improved care bundles in the intensive care units to prevent pneumonias (Result:
33% reduction in pneumonia rates)



69

3)Development of an operating room team training program to effectively
implement a surgical checklist to prevent safety-compromising events during the
peri-operative process {Result:70% reduction in post-op complication rates and
recognition by the Joint Commission for demonstrating “Best Practice” for Time-Out
in the OR)

Costs

Knowing our outcomes has allowed us develop these performance improvement
initiatives to prevent costly readmissions and health care acquired infections---the
disutility of care. We found in one study that, on average, an inpatient developing a
C. Difficile infection added an excess cost of $54,000 to their care.

By obtaining better outcomes, we can identify opportunities to eliminate waste and
reduce costs. Through our electronic health record, information is now streamlined
so that we can automate our data collection for real-time monitoring and make
adjustments.

The Culture

We have to be prepared to change a culture. The behaviors and actions of the
doctors of today come from the core curriculum in the medical schools and
residency training programs. We are still taught 19t and 20% century management
principles toward human interaction. Consequently, there is a hierarchy or
authority gradient in medicine which can impede communication and collegiality
among all providers. It's time to level this authority gradient so that we work
together as a cohesive unit.

At the University of Connecticut School of Medicine, we have now implemented a
patient safety curriculum to teach the future providers of health care how to be the
best advocates for their patients and work together as an integrated unit along the
continuum of care.

At Saint Francis Care, in March of this, year we had an extremely successful Patient
Safety Awareness Day with the goal of collaborating with our patients so we could
help them safely navigate the health care system for themselves and their families.
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Senator Blumenthal:

On behalf of the American Society of Consultant Pharmacists (ASCP)}, thank you for the
opportunity to submit this statement for the record on medication safety for older adults.
This testimony will highlight the important role pharmacists play in improving the quality
of care while reducing health care costs for older adults, I am Sean M. Jeffery, PharmD, CGP,
FASCP, President-Elect of ASCP and Associate Clinical Professor at the University of
Connecticut. I hold a Bachelor of Science degree in Pharmacy from the University of
Connecticut and a Doctor of Pharmacy degree from The Ohio State University. | completed
a specialty pharmacy residency in geriatrics at the Duke Center for the Study of Aging and
the Department of Veterans Affairs Durham (VA) Medical Center.

My practice site is located at the VA Connecticut Healthcare System’s West Haven campus
where I serve as pharmacist for the interdisciplinary geriatric consult service and Geriatric
Pharmacy Residency Program Director. This collaborative practice delivers comprehensive
evaluation and health care management for patients over the age of 75 throughout the VA
Connecticut healthcare system. | am also an adjunct faculty member at Yale University
School of Medicine, Geriatrics Section. 1 have served as chairman of the Geriatrics Special
Interest Group for the American Association of Colleges of Pharmacy and I am also one of
the founding coordinators for the Senior Symposium meeting held annually by the
Connecticut Chapter of ASCP.

Currently, I am involved in a VA health research study investigating pharmacists-led, group
diabetes care for patients with high cardiovascular comorbid risks. The Muiti-disciplinary
Education in Diabetes and Intervention for Cardiac risk reduction {MEDIC) shows that
pharmacists improved overall diabetes care while reducing costs. Additionally, f am
investigating the role of medication complexity with regards to cognitive decline in older
adults, In an effort to improve medication prescribing at the community level, 1 have co-
founded the Senior Safe Medication Project with the Yale University Schoo!l of Medicine,
The goal of the New Haven Senior Safe Medication Coalition is to improve medication
prescribing practices for the citizens of New Haven. This unique public/private
partnership is developing a public service announcement specifically aimed at patients and
providers in New Haven, CT.

In addition to my work at the University of Connecticut School of Pharmacy, | frequently
receive calls from Connecticut citizens seeking help in managing their medications. Often
overwhelmed by the sheer number of medications, these patients seek the expertise of
consultant pharmacists to help simplify their medication regimens. To address their
concerns | provide medication therapy management (MTM) consultations on a fee-for-
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services basis. As a pharmacist I provide consultant services to VA inpatients and
outpatients, private individuals in the community and to governmental and regulatory
agencies. This opportunity to work in a variety of care delivery models in various settings
where geriatric patients reside, including hospitals, long-term care (LTC) facilities and
outpatient settings makes me uniquely qualified to testify about medication-related
problems in older adults. ! consider myself a senior care pharmacist who is personally
invested in patient safety for geriatric patients by assuring optimal medication therapy.
Consultant and senior care pharmacists are situated at the nexus of care transitions for
older adults, We are key providers who medication safety and care delivery for seniors
where ever they reside.

WHAT IS A CONSULTANT PHARMACIST

Consultant pharmacists work across the continuum of care, serving long-term care and
assisted living facilities, hospice and palliative care programs, psychiatric hospitals, home
and community-based care settings, and home-infusion companies. Recognized as experts
on the use of medications in older adults, consultant pharmacists focus on improving the
quality of life of geriatric patients by optimizing medication management in this at-risk
population. Consultant pharmacists play a critical role in patient-centered health care
delivery models as part of the geriatric interdisciplinary team of medical experts. They
ensure the appropriate and optimal use of medications by older adults within institutions
and in the community, along with providing advice on the provision of pharmacy services
to patients residing in institutions.

The traditional consultant pharmacist provides clinical services in the nursing home setting
such as medication regimen reviews, observation of medication passes, and medication
reconciliations during and after transitions of care. Consultant pharmacists are effective
educators who ensure that the nursing facility healthcare team, families and residents
understand important aspects of medication use in the frail at-risk elderly. They help
facilities monitor as well as optimize the use of potentially dangerous medications such as
anticoagulants, psychoactive agents and anti-diabetics. Residents of nursing facilities often
have multiple chronic conditions such as diabetes mellitus, dementia, and cardiovascular-
related illnesses, which lead to increased medication burden. Consultant pharmacists’ core
strength is expertise in geriatric pharmacotherapy and the unique medication-related
needs of nursing facility residents.

In their role as MTM experts in the community, consultant pharmacists meet with patients
and collaborate with doctors, nurses, family members and caregivers to evaluate, manage,
and optimize medication regimens for older adults living in community settings. Their
skills, knowledge and experience are essential for appropriate, safe, and effective use of
medications, particularly in the frail at-risk elderly. Because consultant pharmacists assist
their patients and caregivers with ensuring that their prescribed drugs are appropriate for
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their condition and taken correctly, medication-related problems are minimized and
overall health care costs are reduced.

THE VALUE OF THE CONSULTANT PHARMACIST

The value of a consuitant pharmacist in ensuring patient safety is indisputable. One of the
consultant pharmacist’s primary focuses is to ensure the appropriateness of prescribing by
identifying potential contraindications, potentially inappropriate medications, and adverse
drug events, and ensuring adequate medication monitoring. Medications can improve
health and quality of iife, of course, but the likelihood of harm also increases with
increasing patient age. One study has reported that among older Americans (aged 60 years
and over), more than 76 percent used two or more prescription drugs and 37 percent used
five or more. The percentage of persons who used five or more prescription drugs
increased from 6 percent in 1999-2000 to 11 percent in 2007-2008. With nearly 40
percent of older Americans using five or more prescription drugs per month, issues of
adverse drug events, non-adherence, and increased cost become more commont.
Consultant pharmacists must balance treatment needs with the risks associated with using
multiple medications. Overall, consultant pharmacists play an integral role in ensuring that
medications are prescribed appropriately in the nursing facility. Older adults in nursing
facilities use at least nine or more medications.

As a key element of the interdisciplinary team, consultant pharmacists provide expert
pharmacotherapy management recommendations. This expertise reflects a
comprehensive understanding of the established best practices involving pharmacokinetic
and pharmacodynamic changes associated with aging and with having multiple chronic
conditions. With patient care as the focus, pharmacotherapy recommendations also
encompass promoting cost-effectiveness, ensuring medication safety, and reducing
prescription waste, Consultant pharmacist-conducted drug regimen reviews improve
optimal therapeutic cutcomes for nursing home residents by 43 percent. In addition,
consultant pharmacist-conducted drug regimen reviews save as much as $3.6 billion
annually in costs from prevented medication-related problems®,

Most consultant pharmacists maintain long-standing relationships with nursing facilities,
allowing them the unique perspective of caring for individual residents longitudinally.
Consultant pharmacists participate in interdisciplinary quality assurance committees and
resident care-planning. Whereas staff turnover presents challenges to certain areas of
long-term care, the consultant pharmacist profession represents a reliable, stable
workforce. Robust medication databases developed by the industry allow both
retrospective and prospective analyses of medication trends and variances. Taken
together, consultant pharmacists are indispensable members of the healthcare team in
their role of managing older adults’ medication regimens. As new practice models are
developed for the senior population, the consultant pharmacist must be an integral part of
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the interdisciplinary team.

THE AMERICAN SOCIETY OF CONSULTANT PHARMACISTS

ASCP is the international professional society of over 7,000 consultant pharmacists and
about 4,500 students whose mission is to promote the appropriate, safe, and effective use
of medications in the elderly. ASCP's members provide long-term care and consultant
pharmacist services to seniors and individuals with chronic illness in a variety of
environments, including nursing facilities, sub-acute care and assisted living facilities,
psychiatric hospitals, hospice programs, and home and community-based care. ASCP has a
long history of advocating for the medical best interests of seniors who reside in nursing
facilities, the community, and those enrolled in hospice programs.

The vision of ASCP is to provide optimal medication management and improved health
outcomes for all older persons. Our mission is to empower pharmacists to enhance quality
of care for all older persons through the appropriate use of medication and the promotion
of healthy aging. Through ASCP, our members have access to professional development,
education, and resources in order to address the medication-related safety needs of their
patients. This provides them with unique geriatric expertise to achieve goals of therapy for
their patients.

In 1997, ASCP developed the Commission for Certification in Geriatric Pharmacy {CCGP), a
national voluntary certification program for pharmacists, This Geriatric Pharmacy Practice
certification program offers a certification credential for eligible candidates that
successfully complete a written examination. A pharmacist who is certified in geriatric
pharmacy practice is designated as a “Certified Geriatric Pharmacist” (CGP). To become
certified, candidates are expected to be knowledgeable about principles of geriatric
pharmacotherapy and the provision of pharmaceutical care for the elderly. CCGP requires
all Certified Geriatric Pharmacists to recertify every five (5) years.

MEDICATION SAFETY

To properly address patient safety, it is imperative to understand how a patient’s
medication regimen can affect their safety. Approximately 800,000 preventable adverse
drug events occur each year in nursing facilities. In hospitals, the number of preventable
adverse drug events has been estimated from 380,000 to 450,000 preventable adverse
drug eventsi each year, These errors can occur at any step in the medication use process:
prescribing, order communication, dispensing, administering, adherence, and monitoring.
As the medication experts for the geriatric population, consultant pharmacists can greatly
decrease the likelihood of an adverse drug events at each step in the medication use
process through their recommendations, verifications, proper documentation of
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communication among health care professionals, and drug therapeutic monitoring.

In a collaborative effort to reduce the number of preventable adverse drug events,
consultant pharmacists work with the American Geriatric Society (AGS) to maintain the
Beers Criteria for Potentially Inappropriate Medication Use in Older Adults (last updated in
2012}v. Seven of the 14 members of the AGS Beers Criteria Panel were geriatric
pharmacists”. Beers criteria are used to decrease the use of potentially inappropriate
medications in older adults, and serves as a guide for geriatric practitioners to aid in
identification of medications for which the potential risks may outweigh the potential
benefits for older adults.

DRUG SHORTAGES

A well-publicized patient safety risk we are faced with today is the increasing shortages of
critical life-saving drugs. When medication access problems create delays in
administration, or force an abrupt change in medication therapy, patients are at risk of the
potential for fragmented or incomplete drug therapy. From 2005 to 2010, the number of
drug shortages reported by the Food and Drug Administration’s (FDA) Center for Drug
Evaluation and Research increased from 62 to 172 drug shortages. As of November 30,
2011 there were 251 reported shortages, with 80 percent involving sterile injectablesi,
According to the FDA, “..these shortages have involved cancer drugs, anesthetics used for
patients undergoing surgery, as well as drugs needed for emergency medicine, and
electrolytes needed for patients on [intravenous] feeding."#

Nursing facility residents and patients in other settings requiring drug infusion services
needlessly suffer the consequences of these shortages, even though many generic sterile
injectable drugs are inexpensive. Many older adults rely on these types of medications to
treat complex chronic conditions, and subsequently are at a greater risk of adverse drug
events and suboptimal health outcomes. When critical drugs are substituted with less
desirable alternative drugs or dosage forms because of shortages, the consequences may be
dosing errors, product mix-ups, cancellation or postponement of procedures, undesirable
side effects of alternative agents, and even deathsvii, Consultant and senior care
pharmacists are committed to supporting efforts to address our nation’s drug shortage
problem and to educating other health care professionals on managing drug shortages.

My wife is the assistant director of pharmacy overseeing clinical pharmacy operations for a
500-bed community hospital in Connecticut. In her role she continually struggles to
manage drug shortages. Her facility also has an attached long-term care unit. Therefore
the challenges of drug shortages extend to both the acute and chronic care settings.
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TRANSITIONS OF CARE

Our nation’s health care system is fragmented. The ability for multiple health care
providers to effectively communicate and coordinate care across and among physicians’
offices, acute care hospitals, and nursing facilities, can be challenging under the existing
standards for care delivery models. In recent years, a number of new concepts and health
care delivery models aimed at reducing unnecessary readmissions due to poor care
transitions have evolved.

Approximately 80 percent of patients transitioning to a new care setting have at least one
medication reconciliation or adherence issue upon discharge from their previous settingix.
Patients undergoing transitions of care should have access to a consultant pharmacist to
reconcile multiple medication lists and pill bottles and to develop an optimal medication
regimen to avoid unnecessary and costly readmissions or adverse drug events, Consultant
pharmacists can also work with patients and their caregivers to address and improve
medication adherence, I frequently identify patients who have stopped taking their
medication for chronic conditions such as hypertension, diabetes, high cholesterol and
Alzheimer's disease. By carefully reinitiating therapy, and advising providers to the
interruption in therapy, | help mitigate healthcare costs and improve health outcomes.
Unfortunately, many patients stop or never even fill prescriptions ordered by their
provider. Consultant pharmacists are uniquely trained to identify gaps in adherence. By
performing a comprehensive medication evaluation I uncover gaps in care, the need for
dosing adjustment, drug-drug interactions risks, and therapeutic duplications,
Coordination during care transitions with the other members of the health care team that
includes medication regimen optimization improves risks to patient safety. Consider what
happens to a patient who stops taking their medication but doesn't alert their providers, If
this person is admitted to the hospital, they will be restarted on their outpatient
medications with potentially disastrous results. In my role as a consultant pharmacist in
the hospital, I routinely see “forced-adherence” adverse drug events occurring after
reinitiating medications that patients stopped without notice.

The foundation for improving care transitions and patient safety relies upon the
implementation of health information technology and the meaningful use of electronic
health records (EHRs). The passage of the Health Information Technology for Economic
and Clinical Health Act (HITECH) of the American Recovery and Reinvestment Act (ARRA)
of 2009 included reimbursement incentives designed to stimulate the adoption of EHRs by
health care providers. Implementation and use of EHRs improves patient safety by
facilitating the ability for patient care to be coordinated longitudinally and across multiple
care settings. However long-term providers, post-acute care providers, and pharmacies are
not eligible for these incentives despite their critical roles during care transitions. ASCP,
along with other stakeholders throughout the long-term care and post-acute care
professional community are working together under the auspices of the Long-term and
Post-Acute Care Health Information Technology Collaborative (LTPAC-HIT) to encourage
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expansion of the meaningful use of the EHR incentive program to long-term care and post-
acute settings, ASCP is also working with other pharmacy stakeholders under the umbrella
of the Pharmacy Electronic Health Information Technology Collaborative (Pharmacy eHIT).
Working within the VA healthcare system | am fortunate to have access to a fully integrated
EHR. When I consult in the community [ lack the access to data that ensures my
recommendations are as comprehensive as possible. It is as if I am driving blind.

ANTIPSYCHOTIC MEDICATION USE IN NURSING FACILITY RESIDENTS

Approximately 25 percent of nursing facility residents receive antipsychotic medications.
In this population, antipsychotics are generally used for three purposes:

»  Treatment of psychotic disorders (e.g. schizophrenia)

«  Treatment of psychotic symptoms {e.g. delusions, hallucinations) associated with
other conditions (e.g. depression, Parkinson’s disease or delirium)

. Treatment of behavioral and psychological symptoms associated with dementia
(BPSD), when these symptoms present a risk of harm to the resident or others

More than half of nursing facility residents are diagnosed with some form of dementia, and
many of these residents experience BPSD. The preferred therapies for management of
these symptoms are non-pharmacologic, including environmental modifications. If an
underlying cause or reason for the behaviors can be identified, a non-pharmacologic
approach that addresses this underlying cause can be effective and safe.

Medications for the treatment of BPSD should only be considered in emergency situations,
where rapid action is needed to prevent harm, or when non-pharmacologic strategies do
not achieve resolution of the problem. When used, medications should generally serve as
an adjunct to non-pharmacologic measures rather than as an alternative,

Prior to initiation of drug therapy, expected benefits and potential risks of the medication
should be considered and discussed with the patient and/or family or legal guardian. The
class of medications with the best evidence of benefit in older adults with dementia is
atypical antipsychotics. However, these medications have significant risks in this
population, including an increased risk of mortality.

ASCP has a long history of working with CMS to develop and implement guidelines for use
of antipsychotic medications in nursing facility residents. Current guidance from CMS to
nursing facilities on the use of these medications is found in Appendix PP of the State
Operations Manual, especially pages 383-389 in Table 1 at tag F329.

ASCP, in conjunction with the Long-Term Care Pharmacy Alliance, the National Community
Pharmacists Association, and the Pharmacy Quality Alliance, submitted a letter November
9, 2011 to CMS on the subject of antipsychotic drug use in nursing facilities. In addition to
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providing a summary of current initiatives already in progress, the letter also contains a
summary of existing tools and resources available to the public as well as
recommendations for future programs and areas of study*

On March 29, 2012, the CMS announced an initiative to improve behavioral health
management and to safeguard nursing facility residents from unnecessary antipsychotic
drug use. A goal was established to reduce antipsychotic drug use by 15 percent by
December 2012, This initiative was launched with a video webinar, which includes a
presentation by ASCP, along with the medical director, prescriber, nursing staff and
resident perspectives on the use of antipsychotics in nursing facilities,

Consultant pharmacists regularly work with physicians and nursing facility staff to help
reduce doses and discontinue antipsychotics when feasible to ensure patient medication
safety. ASCP has also established a Web page with more information and resources about
the use of antipsychotics in residents of nursing facilities. This page is available at:
http.//www.ascp.com/antipsychotic.

INNOVATIVE HEALTH CARE MODELS

The Affordable Care Act {ACA) includes a number of programs that encourage the
incorporation of clinical pharmacist services in innovative care delivery models in order to
improve patient safety, care quality, coordination, and health outcomes. Among the most
notable programs is the Accountable Care Organization (ACO) Shared Savings Program.
Qualified ACO participants (e.g. hospitals, physicians, pharmacists and other health care
providers) must demonstrate their ability to deliver quality and efficient care evaluated by
performance benchmarks that are reported to the Centers for Medicare & Medicaid
Innovation {Innovation Center). Participating ACOs that meet or exceed care quality
performance benchmarks through avoiding duplication of services, elimination of
unnecessary medical care, and limiting the need for acute care services will receive
enhanced reimbursement based on the savings realized by reduced costs. A successful ACO
mode] will include clinical pharmacists charged with optimizing drug therapy for patients
and ensuring medication adherence.

The Patient Centered Medical Homes (PCMH) is not a building or a place, but a care
delivery model in which health care providers as part of an interdisciplinary team work
with patients, families, and caregivers in order to provide comprehensive coordinated care
to continuously improve patient outcomes and ensure patient safety. The PCMH model has
seven principles which include: personal physician, physician-directed medical practice,
whole person orientation, integrated/coordinated care, quality and safety, enhanced access
and payment. A successful PCMH will incorporate pharmacist-provided comprehensive
medication services to optimize patient medication regimens and avoid costs associated
with poor adherence of medication-related problems.
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Finally, the Independence at Home (IAH) Demonstration is an innovative care delivery
model that allows frail elderly patients that are at risk of, or would otherwise be placed ina
nursing facility to receive high-quality care in the comfort of their own home. Having spent
8 years working on a home-based primary care team within the VA Connecticut Healthcare
system, I routinely visited patients in their homes, This model of care provides high quality
of life, and perhaps the most realistic understanding of the needs of our patients. The IAH
Demonstration represents an opportunity to improve quality of life for patients in the
community with cognitive and physical limitations while receiving the level of care they
need. Goals of the JAH Demonstration include: improved care coordination; reduction in
emergency department visits; and decreased incidents of preventable hospitalizations and
hospital re-admissions. Various studies have shown evidence that IAH models have cost
savings benefits. As with nursing facilities, consultant pharmacists have a natural role in
the IAH care model in that regular reviews and optimization of medication regimens would
likely result in avoiding drug-drug interactions, unnecessary drugs, and reduced costs to
the patient and the health care system. Moreover, consultant pharmacists are the best
qualified to help patients establish medication management protocols that are simple, easy
to follow, and ensure appropriateness of dosing, timing and relationship to food and other
factors that can affect drug absorption.

Thank you once again for the opportunity to submit a statement for the record regarding
patient safety and how consultant and senior care pharmacists are uniquely positioned to
address many of the needs in today's geriatric population. Consultant pharmacists have a
demonstrated track record of improving patient safety and saving health care dollars
through expert geriatric management.

Please do not hesitate to contact me with further questions at Sean Jeffery@gmail.com or
Lynne Batshon, Director of Policy & Advocacy at ASCP, via email at LBatshon@ascp.com,

Experts in geriatric medication management. hnprovine the hves o



80

CONSULTANT P 703.739.1300
CP PHARMACISTS L2200

Amecrican Society of 1321 Duke Street
Alexandrio, VA 22314.3563

References

i Gu Q, Dillon CF, Burt VL. “Prescription Drug Use Continues to Increase: U.S. Prescription Drug Data for 2007 - 2008.”
NCHS Data Brief. No. 42, September 2010, Web. 1 March 2012. http://www.cde.gov/nchs/data/databriefs/db42.htm,

it The Fleetwood Project ® Research Initiative, Web. 8 June 2012,
http://www.ascpfoundation.org/programs/preg_fleetwood.cfm,

i “Preventing Medication Errors.” Institute of Medicine, july 2006. Web, 26 June 2012,
<http://www.iom.edu/ ~/media/Files/Report%20Files/ 2006 /Preventing-Medication-Errors-Quality-
ChasmSeries/medicationerrorsnew.ashx>,

i "Members of the AGS Beers Criteria Panel." The American Geriatric Society, n.d. Web. 26 June 2012,
<http://www.americangeriatrics.org/health_care_professionals/clinical practice/clinical_guidelines_recommendations
2012/beers_panel>,

v"AGS Updated Beers Criteria for Potentially Inappropriate Medication Use in Older Adults (2012)." The American
Geriatric Society, n.d, Web. 26 june 2012,
<http://www.americangeriatrics.org/health_care_professionals/clinical_practice/clinical_guidelines_recommendations/
2012>.

v Cohen, Michael R, "Drug Shortages Threaten Patient Safety” Lecture. 2012 American Society of Consultant
Pharmacists Spring Conference - Education Session. Anaheim. 22 May 2012. American Society of Consultant Pharmacists.
Web. 26 June 2012. <http://www.ascpspringconference.com/session pdf/pdf. 313_1.pdf>,

vit "Frequently Asked Questions About Drug Shortages.” U.S. Food and Drug Administration. U.S. Department of Health and
Human Services, 14 Oct. 2011 Web. 26 June 2012,
<http:/ /www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050736.him>,

viii "Drug Shortages: National Survey Reveals High Level of Frustration, Low Level of Safety.” Institute for Safe Medication
Practices, 23 Sept. 2010. Web. 26 June 2012, <http://www.ismp.org/Newsletters/acutecare/articles/20100923.asp>.

ix Npvak, Christopher ]., Sylvia Hastanan, Moje Moradi, and Deila F. Terry. “Category Clinical Note.” The Consultant
Pharmacist 27.3 {2012} Print.

»The American Society of Consuliant Pharmacists, Web. 29 June 2012, www.asep.com/antipsychotic.

Experts in geriatric medication managenient. npraving the 1y



81

Special Committee on Aging'
Next Steps for Patient Safety: Assuring High Value Health Care Across All Sites of Care
Date : July 2, 2012 Time: Ipm start

First Hand Account Statement and Testimony

Gail R. Simon
434 Strong Street
East Haven, CT 06512
(203) 315-3232

My name is Gail Simon. 1 am the daughter of Helen M. Simon (87) who has been a nursing home resident of
previously family owned Saybrook Convalescent Hospital in Old Saybrook, CT. since May 2009. One year later this
120 bed facility was purchased by a for-profit corporation which now owns 26 of Connecticut’s 234 nursing homes.
I have visited my mother every day the first two years. This third year I am visiting her with a much greater
understanding of the complexities that exist between staff and the inability of the direct care workers to speak out
without a fear of losing their job. I am also the Family Council Representative at this nursing home which advocates
for approx 90 fong term care residents. We are six months new and have approx 10 families which attend monthly
meetings. 1t has not been easy.

First [ am told that our Family Council is 1 of only 3 Family Councils which meet privately and independently of the
nursing home. Most family councils in the State of Connecticut if you can find them are run by the administrators of
the facility. 1 submit that if a nursing home advertises they have a “family council” and is in fact facilitating the
family council then that could be considered a conflict of interest or perhaps not a true family council in comparison
to a private and independent family council. Family Councils are not promoted in Connecticut, family members are
confused as to what a family council is and family members are often too busy to become involved in their loved
ones care. Although Federal regulation 483 15(c)(1-5) states a resident’s family has the right to meet in the facility with
other families m the facility and that “the facility must hsten to the grievances and recommendations of residents and famihies
concerning proposed policy and operational decisions affecting resident care and life in the facility” this does not often get
documented and therefore quality of care and quality of life concerns are not resolved.  One of the reasons there is no resolve is
the fact that when an Independent Fanuly Council wants to take action and does so by documenting a concern on what 1s called a
Fanuly Councij Action Form, there is no written State or Federa! regulation yet stating a reply must be given within a defined
pertod of tume.  Three weeks is a fair amount of time for a designated staff person to come back with some written answer
addressing the concern submitted by the Independent Family Council.  Obviously family councils which are facilitated and are
run by the facility have no interest in documenting their own flaws. 1t's a new day and new ideas can be achieved without any
financial burden Since an Independent Family Council meets privately, it can listen to grievances of other famities without fear,
can work with the factlity to come up with solutrons and can save the facility costs by being part of the culture change needed to
support staff in speaking up about resident care A facility run family council does not encourage nursing staff to speak up. And
if they did the staff would tell you as they have told me that they do not have enough staff on the schedule to give the standard of
care Connecticut should empower the Independent Family Councyl by protecting the right to recruit new family members, the
right to know how many staft are scheduled on each shift on each unit, the right to form other Independent Family Councils
within the structure of a for-profit corporation and the right to have a written reply to a documented concern within three weeks
As Family Council Representative our family members are trying to communicate concerns to facility
administrators and work on solutions and improvements but it is obvious that the corporate structure dictates how
the facility is staffed and budgeted. Corporate profit outweighs a budget that cannot provide the best possible
standard of care. Imagine an Independent Family Council (first hand resident family members and friends) who can invest
time at no cost performing surveys, studies and becoming part of the solution of expanding the consumer engagement of
electronic tools so their information can be available to them

The use of Antipsychotic Drugs in the elderly
Three years ago when my mother became sepsis with a urinary track infection spending 5 days on LV, antibiotics at
Middlesex Hospital she was sent to recover at Saybrook where she eventually fransitioned into long term care.

Page 1

With her knee and hip replacements, her previous cardiac quadruple bypass, and her 2003 diagnosis of Parkinson’s
Disease, she could no longer take care of herself. She was in chronic pain from rheumatoid arthritis in her hands
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and back surgery gone bad. Still Mom had a good sense of humor and knew she needed to do something. And she
was afraid. Mom (Helen) stayed on the rehabilitation wing for the allowable time under Medicare. It took her 3
weeks to recover mentally from the UTT (urinary track infection). During that time she hallucinated, did not know
where she was and did not make much sense talking. The care she received was very good. After 3 weeks when
she became better, she was moved to another room still part of the rehabilitation unit. She received Physical
Therapy and was able to walk with her wheeled walker. She became stronger but knew she could not return home.
Two or three other Rehab patients shared a room with her and they got to go home. Helen was in transition from
short to long term care. Her small daily dosage of Prozac prescribed by her personal Primary Care Doctor
continued in the nursing home for depression.  As Helen’s disease worsened she had more anxiety. A roommate
placement with someone who was able to independently walk but was hard of hearing and would often “yell” set the
tone for added anxiety that my mother could not tolerate neurologically. She was starting to lose her ability to
communicate. Not dementia. This was Parkinson’s Disease, a disease where there is “flip-flopping”™ of words.
Something called “tip of the tongue phenomenon”, when you know what you want to say but the word comes out
wrong. The medication she was taking for her Parkinson’s needed to be adjusted because too much of it was
causing delusions. Her neurologist put her on Seroquel 12.5 mg up to 3x day as needed. During this time the
nursing home was sold and being taken over by a for-profit corporation. Renovations were taking place to have a
“Grand Opening” to promote the new Rehabilitation Facility. The new owners made no renovations to the 3 long
term units with the exception of keeping the continuity of the long haliway which divides the Rehabilitation Wing
and one of the fong term care wings. | was able to get Helen’s room changed to one of those rooms since residents
were being moved around to accommodate the renovations, The Seroquel Helen is given is an antipsychotic
medication which unfortunately is a preferred drug for people with Parkinson’s. It is a drug that benefits her at this
most difficult stage in her disease. A very big problem is that since it is the only written prescription that can be
given for anxiety up to 3x daily as needed sometimes it is given because Helen “appears” to have anxiety when in
fact she is angry or upset and trying to tell someone she needs something.  Consistent staff assignment is basically
the only way to help someone like my mother. Consistent staff assignment cannot work unless you can have staff
retention and you cannot achieve staff retention when the nursing assistants are shuffled around from one unit to
another unit, or are not considered part of the team or are not listened to.

Substitute House Bill No. 5516, Public Act No. 12-30 AN ACT CONCERNING PRESCRIPTION DRUG
ADMINISTRATION IN NURSING HOME FACILITIES states that “the medical director of a nursing home
facility that implements a prescription drug formulary system may make a substitution for a drug prescribed to a
patient of the facility in accordance with the provisions of this section”

independent pharmacy consultants are not playing a role in the institutional pharmacy decision making process. The
facility my mother resides just opened up an institutional in house pharmacy owned by the CEO’s wife who also
owns the Rehabilitation Physical Therapy business. Who will protect the choices being made with generic drugs
being imported from other countries? ~ Without an independent pharmacy consultant where is the disclosure of a
reliable and stable workforce of pharmacy employees? This is a very bad conflict of interest when a pharmacy
dispensing medications to its residents along with a medical director that may be able to substitute a lesser generic of
unknown origin. A pharmacist told me that when your prescription 1s filled an electronic claim is sent to your
insurance company. The drug is identified by its national drug code (NDC) and if the insurance company does not
like the drug that is submitted, they reject the claim. The insurance company is the gatekeeper through their
rejection process. The FDA considers the country of origin to be confidential information and in many cases the
pharmacist cannot even tell where the drug was manufactured in order to advise patients who ask. Also if drugs are
made for instance in India where they do not honor US drug patents or if the patent has expired and as a result drugs
like Lipitor (atorvastatin} are made without FDA oversight, how do we know we are getting an identical drug?

Alice Bonner spoke of dementia care and Alternatives to antipsychotic medication stating “CMS is emphasizing

Page 2

non-pharmacological alternatives for nursing home residents, including potential approaches such as consistent staff
assignments, increased exercise or time outdoors, monitoring and managing acute and chronic pain, and planning
individualized activities.”
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[ say to you how will this happen without proper staff being scheduled? State surveyors look at self reporting
staffing sheets instead of payroll records.

Nursing assistants, LPN’s, unit supervisors are dedicated and would love nothing else than to take the best care of
each resident. They do the best they can. A nursing home cannot give the highest quality of care, they cannot
maintain a resident’s ability to walk, and they cannot have true consistent assignment, or spend time with a resident
when many bells are going off if there is not enough staff scheduled to work. In other words if you have one
nursing assistant taking care of 12 or 14 or 15 residents, that one person has their hands full for their entire shift and
does not, [ repeat does not give direct care to all 12 or 14 or 15 residents. The same is true with a ratio of I aide to
10 or 11 residents. A ratio of 1 aide to 6-8 residents would not only provide the best care but would be cost
effective. Research shows that the cost of replacing one aide is $3500.00. The staff retention problem would go
away if aides could simply do their job instead of losing hours due to payroll cuts. The call outs would go away if
aides were happy at their job. And they are not happy when they cannot be heard. When they know what a
resident needs but it falls to deaf ears. When they have tried and tried but no one cares and corporate just wants to
profit. The penalty must fit the crime.

Thank you for letting me voice my comments on such an important discussion 1 only wish | had the time
to share my documentation with you but the deadline for submission is now.

Signed,
Gail R. Simon
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